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Decision Constituting Findings 
Qf Fact and Conclusions of Law 


Rosling, J. 


I 

Plaintiff having moved for a preliminary injunction 
herein by notice of motion returnable 


on November 5, 1971 
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2 . 

and the papers, proceedings and evidence recited helow having 
been before the court at the timo of the signing or this order 
and having been found by the court a sufficient basin Tor the 
granting of such injunction, to wit: 

1. Judgment entered March 31, 19S7, in the United 
States District Court, District of Connecticut, Admiralty No. 
4818, an in rem action, entitled. United States of America v. 

An article of device consisting of 1 device, more or less 
labeled in part: (metal plate on device) "Diapulse Serial 

182 j_ Model D * * » Diapulse Manufacturing Corporation of 
A merica New York City " etc., copy of which judgment is 
hereunto annexed and incorporated by reference herein. 

2. Order of the said district court. United States 
District Judge M. Joseph Blumenfeld, April 25, 1967 and filed 
on April 26, 1967, on a motion made by the Diapulse Corporation 
of America (hereinafter "Diapulse Corp.") to amend said 
judgment, copy of said order being hereunto annexed and in¬ 
corporated by reference herein. 

3. The affirmance on January 30, 1968, by the Court 

I 

of Appeals of the Second Circuit of said judgment as so 
amended, on the appeal of Diapulse Corp. and the opinion of 
the Court of Appeals upon such affirmance (389 F.2d 612). 
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4 * The denial of certiorari by the Supreme Court 
on Juno 10, 1968, 392 U.S. 907. 

5. Following denial of certiorari defendant, on 
Juno 4, 1969, served a notice of motion returnable before j w u 
Dlumcnfcld, for an order further amending the amended 
Connecticut judgment by decreeing that the device had been 
brought into compliance with the law when labeled as being 
an adequate and effective treatment for tissue and bone heal¬ 
ing, sinusitis, bursitis, arthritis and blood flow to 
peripheral areas. The notice of motion was endorsed in its 
margin on June 24, 1969, "Motion Denied." Said notice of 
motion and endorsement, copy annexed and incorporated herein 
by reference, are among the exhibits considered by the court 
as basis for the grant of a preliminary injunction. 

6. The commencement of this action by the filing 
of the complaint against Diapulse Corp. on April 25, 1968, and 
the commencement of suit by the service of process on said 

Diapulse Corp. on April 25, 1968, and the pleadings in the 
action. 

7. The service by plaintiff of an order made by a 
judge of the Eastern District of New York returnable May 6, 
1968, to show cause why a preliminary injunction should not 
issue, the order made on May 2, 1968, by Chief Judge Mishler 
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4 . 

of this court granting a partial preliminary injunction on 
consent of Diapulsc Corp. 

0. The testimony taken and exhibits introduced 
before this court upon an evidentiary hearing thus far held 
on the following dates in 1971: 

Plaintiff's case: June 7, 8, 9, 10, 11, 14, 

15, 16, 17, 21, 22; October 12, 14, 15, 18, 19, 20, 21, 22, 26. 

Defendant's case: October 27, 28; November 1, 

2, 3, 4, 5, 8, 9, 10, 11, 15, 16, 17, 18, 19, 22, 23, 24, 26 
and 29. 

9. The testimony and exhibits comprising the 
record of the in rem trial in Connecticut referred to in 
paragraphs "l" and ".7" which were introduced by the Government 
as an exhibit in this case. 

10. An order signed on November 8, 1971, by the 
court on its own motion pursuant to 28 U.S.C. § 65(a) (2), 
which consolidated the trial of the action with the hearing 
of the motion for a preliminary injunction. 
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II 

The court estimates that the record of this trial 
and hf ing, when fully transcribed, plus the exhibits will 
substantially exceed 10,000 pages. A minimum of six months 
will be required for the complete transcription and proof¬ 
reading of the minutes, the exchange and filing of briefs by 
the attorneys, the court's review of the transcript, exhibits 
and briefs, its independent research, and the drafting and 
filing of its opinion. 

The foregoing considerations led the court, when a 
break in the trial on November 5, 1971, occasioned by de¬ 
fendant's temporary unreadiness to proceed with the production 
of witnesses provided the opportunity,, to hear argur...;,i. f r o.n 
counsel on the plaintiff's motion for a preliminary injunct, n 
and in granting it, to inform the attorneys for the parties 
that the court would consider its decision tentative, subject 
to modification or recall should the incoming testimony to 
the moment of actual signature of the order granting such 
preliminary injunction. justify such action. 
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III 

On the basis of the evidence adduced up to the 
close of the trial on November 29, 1971, the following 
appears: 

11. The Diapulse Corp. did not bring the seized 
Diapulse device into compliance with the requirements of the 
Food and Drug Administration pursuant to the order in the 
Connecticut suit, made April 25, 1967, amending the judgment 
entered March 31, 1967, and is, accordingly subject, among 
other provisions, to subparagraph 4 of the third ordering 
paragraph of said order reading as follows: 


OK 
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/. 


"4. The Claimant shall at no time, and 
under no circumstances whatsoever, ship, soil, 
offer for sale, or otherwise dispose of said 
article until a duly authorized representative 
of the Department of Health, Education and 
Welfare shall have had free access thereto in 
order to tako any sample or make any tests or 
examinations that are deemed necessary, and 
shall in writing have released such article 
for shipment, sale, or other disposition." 


12. The Diapulse devices held, manufactured and 
disposed of by the Diapulse Corp. for a number of years prior 
to and on and after March 31, 1967, and to the date hereof, 
were and are substantially similar to the device declared 
forfeited for misbranding and misrepresentation in the 
Connecticut action, the differences between the models 
thereof being in details not pertinent to the issues in the 
Connecticut or this suit. 


13. Notwithstanding the entry of the judgment in 
the Connecticut action on March 31, 1967, defendant Diapulse 
Corp. continued to dispose of said Diapulse devices in inter¬ 
state commerce by sale, lease, gift, grant or other form of 
disposition through May 1968, misbranded and misrepresented 
as theretofore. 


14. Defendant since said date in May 1968, prior 
thereto as aforesaid, and subsequently to the date hereof, 
has been and is now engaged in the business of promoting, 
selling and introducing and delivering for introduction in 
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ft. 

interstate commerce a device designated as Diapul.se, as here¬ 
inbefore described, within the meaning of 21 u.S.c. 5 321 (hi) 
intended for use in the cure, mitigation, treatment and pre- 
vention of disease in man and to affect the structure and 
function of the body of man, and to achieve the I.hernpeuU r; 
results without the generation of significant heat. 

15. The Diapulse device is claimed to be a pulsed 
electromagnetic generator which resembles a conventional 
medical diathermy unit but lacks the energy output of conven¬ 
tional medical diathermy units. It emits its energy in bursts 
exceeding at such points of emission the output of such con¬ 
ventional unit, and maintains periods of reduced emission or 
complete lack of emission during intervals between the bursts. 
The further claim by defendant is that during the period of 
reduced output the heat generated by the bursts is dissipated, 
that therapeutic effect is achieved by the penetration of the 
electromagnetic field of the device into the human body, and 
that the non-production of heat in consequence of the operation 
and application of the device to the human body eliminates the 
possibility of injury to the body from excess heat generated. 

The device has, however, been classified as a 
diathermy unit by the Food and Drug Administration, permitted 
to operate, and in fact operating on a wave length authorized 
for comparable diathermy devices, namely, 27.12 megacycles, and 
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the device and therapeutic claims asserted in the article or 
report. 


17. In the promotion of the interstate sale and 
distribution of said Diapulse device, the defendant has 
organized symposia, sponsored meetings and has had exhibits and 
sales representatives at meetings of physicians, dentists, and 
other practitioners or alleged practitioners of the healing 
arts to whom representations were made by or in behalf of the 
defendant orally and by labeling as to the mode and mechanism 
of action of the said Diapulse device and its effectiveness in 
the treatment of disease and in affecting the functions and 

struecure of the human body. 

18. The jury, in the Connecticut forfeiture case 
against the device, reported in addition to its general verdict 
of misbranding that the Diapulse device there in controversy 
was misbranded and misrepresented with respect to its thera¬ 
peutic value in the treatment of 49 diseases, disorders, and 
conditions and that false or misleading claims had been made 

in that regard. Pursuant to the charge of the court that it 
should select only some of the more significant claims as .< 
which interrogatories were propounded by the court and report 
on them alone as to their falsity and misleading nature, the 
jury had left 68 interrogatories unanswered. 
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The 49 affirmative findings became in consequence 
res adjudicate and are binding upon this court. Upon close 
examination, however, of the list of 49 interrogatories thus 
answered, it is apparent that their scope is so broad that th<y 
should be construed as including in their sweep practically 
all disorders and conditions which afflict the human body or :o 
which it is subject. This conclusion is understandable, for i.« 
lint is not a scientific one which the Government with the 
assistance of qualified medical experts prepared, and hcnceVi!'/ 
should be free of overlapping or undue vagueness in its glossary 

It is rather an aggregation of terms which the 
defendant had in various contexts included in its sales liter¬ 
ature with the obvious intent of pushing its product as a 
panacea for human ailments. It is for that reason that we 
find included in the enumeration such all-embracing "puffs" as 
"safe treatment of the entire patient," "stimulating tissue 
responses and the natural defense mechanism of the body," 
restoring good health," "'perking up' sick, rundown cells of 
the body with new life and vigor," "reenergizing the human 
mechanisms," and "for giving results where all else has failed. 
As for huge areas of the body which might be helped, we have 
infections, "low back pain," or broader yet, "low back 
syndrome," "systemic disease," "pelvic inflammatory disease," 

* This includes, no doubt, the pitchman's standbys, constipa- 
tion and impotence. 
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"abdominal and pelvic min , 12 
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conditions " ulceration," 
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fondant'a witnesses further testified that it had circulated 
these bowdlerized versions of its literature among its 
distributors, and that it had made an attempt, which the 
court finds was either half-hearted or wholly sham, to gather 
in from its distributors offending literature as yet un¬ 
circulated by the distributors among its medical and dental 
practitioners. No diligent or rigorous effort appears to have 
been made by Diapulse to reach the practitioners with the 
modified literature directly, or to advise them at the very 
minimum that there was a substantial body of scientific 
opinion which disagreed with the Diapulse corporation's claims 
Worse yet, the present owners of the machine and prospective 
purchasers were not even informed by the Diapulse company ti. .t 

there had been a suit in Connecticut in which the company had 

this 

been defeated, and some learned/for the first time only on the 
day they testified in this trial. 


The patients, who were being subjected to treatment 
by the device and were paying for the service at so much per 
treatment, were left by defendant completely in the dark as to 
the strong possibility that they were paying for something tha 
the device was incapable of providing. 


A panoptic view of the proof before this cour 
persuades it (1) that defendant in the sale or other di 
of the device continues to make claims 


t 

spositic 


respecting its thcra- 
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pcutic value which were adjudicated false in the Connecticut 
suit; (2) that defendant has failed and continues to fail to 
disclose in its literature that there is at least a very 
substantial body of medical and scientific opinion which is in 
complete disagreement with the claims made by defendant con¬ 
cerning the therapeutic efficacy of the Diapulsc device; (3) 
that it has not discontinued its substantial sales, leasing, 
and other disposition of the device in interstate commerce; 

(4) that no proof on defendant's part is in prospect which may 
reasonably, when and if introduced, be expected to alter the 
court's findings as herein set forth; (5) that this court is 
not a pharmaceutical house with expertise to delineate the 
outer limits of claims of therapeutic value of the device 
and the scientific basis for such claims with the exactitude 
required in a complex judgment unless it is aided by the 
processing of the device by the Food and Drug Administration; 
(6) nor is it, until these claims have been thus delineated 
and evaluated by said body, in a position to give directions 
for publicity by the defendant which will not only inform the 
public as to what, if anything, the machine is capable of, 
but will have the effect of enlightening the public as to the 
generally held views of science to the contrary of the • 
company's claims and of cancelling out the influence, based on 
misbranding and misrepresentation, of literature heretofore 
circulated by defendant. 


16A 
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15, 

IV 

Order 

Inasmuch as the Diapulso device, the propriety of the 
seizure of which by the Government was adjudicated in the 
Connecticut action, is substantially identical with the devices 
and components thereof manufactured by defendant or procured 
from other manufacturers or contractors by defendant, and 
disposed of by it to distributors and others in interstate 
commerce, and said device is presently in the custody of the 
Plaintiff or the Secretary of Health, Education and Welfare, 
or its division, the Food and Drug Administration, 

It is ordered that until the entry of a final 
judgment in this action or until a further order is enter c ,y 
this court modifying or revoking the preliminary injunction, 
whichever is earlier, or until the prior release by a duly 
authorized representative of the Department of Health, 

Education and Welfare in writing of the Diapulse device seized 
in the Connecticut action, which release among other matters 
releases the device for shipment, sale or other disposition, 
the defendant, Diapulse Corporation of America, and each am. 
all of its officers, agents, servants, employees and repres. i 
tives, and all and any persons in active concert or particijM- 
tion with it be and they hereby are restrained and enjoined 
from causing to be shipped, sold, introduced or delivered for 
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16. 

introduction into interstate commerce, or otherwise disposed 
of, any of said Diapulse devices, assembled or unassembled; 
and it is further 

ORDERED that said release in writing shall be 
issued by the Secretary only upon compliance on the part of 
defendant with the provisions of the order amending the 
Connecticut judgment, which judgment was filed on March 31, 

1967, and which amendatory order, made April 25, 1967, was 
filed April 26, 1967, with leave to the plaintiff and 
defendant to move this court at the foot of this order for a 
modification of the dates for the taking of any of the steps 
provided in said order of amendment in consequence of the lapse 
of time since the making of said order, or for any other 
modification or for the revocation of this order. 

Further ORDERED that this preliminary injunction is 
effective in its restraints immediately except as to the 
ordinary and usual operations of the company and the disposi- 

' 

tion of the Diapulse devices in the ordinary course of its 
business, but is to be fully effective in its restraints on 

and after December 15 , 1971, as to the shipment, sale, offer! 

1 

to sell, or other disposition of said Diapulse devices, 
assembled or unassembled, in interstate commerce. 
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Pleadings 

Complaint 

The action was commenced in this court on April ?5, 
1968, by the filing of the complaint. It alleges the 
following: 


19A 


T 
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f m 

The notion i:» brought umlor section 302 (.•) of the 
IVilor.il Kooil, Drug, and Cosmetic Act, ("Act"), ’/] N.N.C. f; 

332 (a), which empowers (ho district courts to restrain 
violations of section 301(a) and (k) of the Act, 21 U.ri.C, 5 
331(a) and (k) . The r.oln defendant, Diapulse Corporation of 
America, etc., ["Diapulse" corporation or company) i *; incor¬ 
porated in Delaware doing business and having its principal 
place of business at New Hyde Park, [Nassau County 1, Nov/ York. 

Diapulso's business is the promotion, soiling, and 

introducing and delivering for introduction into interstate 

1 / 

commerce a device intended for use in the cure, mitigation, 

treatment and prevention of disease in man. Although rcsemblil 

2 / 

a medical diathermy unit it purports to achieve its thera¬ 
peutic results without generating heat. 

In the interstate sale and distribution of the device 
the Diapulse company utilizes written, printed and graphic 
matter which comprises the labeling of the device, organizes 
symposia, sponsors meetings and has exhibits and salesmen at 
meetings of osteopaths, chiropractors and physicians at which 
false and misleading representations are made orally and in 
labeling as to the mechanism of action and effectiveness of 
the device in the treatment of disease and in affecting the 
functions and structure of the human body, and the Diapulse 
company has neither corrected nor repudiated any of such claim 


20A 
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'i. 

or misrepresentations. 

The labeling falsely and misleadingly represents the 
mechanism of action of the device by claiming the following: 

(a) It treats the human body by pulsed electro¬ 
magnetic energy without heat. 

(b) It stimulates the reticuloendothelial system 
["RES"], thereby stimulating the body's defense and repair 
mechanisms to speed tissue and healing response. 

(c) It allows heat to dissipate between pulses 
therefore has no build up of heat. 

(u) It operates at the cellular level by non-U.e« , 

effects. 


The labeling further falsely and misleadingly 
represents the effectiveness of the device both when used aio 
and as an adjunct to chiropractic, osteopathic, and medical 
measures in treatment for the following: 


A. Stimulating the RES (the body's defense mechani: . 
and tissue response and changing blood composition as set 
rorth in Appendix A, annexed to the complaint. The Appendix 
enumerates 59 effects upon the body which the ^>of the 
device is represented to have or, in a few instances, to 
benefit. 


2 1A 
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l\. Thfi'd tons and nys 
including hut nol. limited to 75 
specified in Appendix n. 


Leinic i n feel. i onfi and d i 
conditions and d i 


C. Inflammatory and chronic conditions of which 5i 
are listed in Appendix C, and other related condi Li ;ns. 


D. Circulatory and metabolic disorders, 53 such 
diseases or effects in man and 9 in horses being listed. 


E. A variety of symptoms which arc allegedly 
benefited by the use of the device of which 23 are enumerated 
in Appendix E. 

The complaint then cites for its res adjudicata 

effect an in rem proceeding entitled United States v. 0 :k- 

Article of Device * * * Diapulse in which the Court of Appeals 

of this circuit, 389 F.2d 612 on January 30, 1960, affirmed 

a judgment of the District Court of Connecticut entered in 

3 / 

1967. 

Notwithstanding such adjudication defendant, it is 
further alleged, has not corrected or repudiated any of such 
claims or representations, but continues to make and use them. 

The complaint then charges that defendant is violatir 
Act section 301(a), 21 U.S.C. § 331(a), by causing the intro¬ 
duction and delivery for introduction into interstate 
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commerce of Uie device which is misbranded within the mo,mi i.'f 
of Act section 502 (a) , 21 U.S.C. S 332(a); further, that the 
defendant: violates Act section 30100, 21 U.S.C. f; 33) (k) , by 
causing said device to be so misbranded while it is held lor 
sale after shipment in interstate commerce. 

The single cause of action pleaded concludes with 
allegations that unless defendant is restrained generally it 
will not discontinue its holding for sale and distribution of 
the device in interstate commerce and its violation of 21 U.S.C 
§ 331(a) and (k). 

The "Wherefore" claims are longer than the body of 

V 

the complaint proper. The capitulations of the relief sough 
are set forth in the following: 

1. A general injunction under 21 U.S.C. 5 332(a) 
against causing the device or any similar device to be intro¬ 
duced or delivered for introduction into interstate conmorcc 
in violation of § 331(a) by reason of its being i.’isbranded 
within the meaning of § 352(a) or (f)(1); and against doing 
any act which causes the device, etc., to become misbranded 
while held for sale after shipment in interstate commerce, in 
violation of § 331(k). 

2. An injunction as in subd. (1), supra, acninst 
introduction etc., of the device with any claims whatever as 
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to the device's effectiveness or mode of action in the 
diagnosis, cure, mitigation, treatment or prevention of 
disease in man or animal, unless and until defendant should 
prepare, assemble and submit scientific evidence of its claims 
and revised labeling to the Food and Drug Administration in 
conformity with 21 C.F.R. 1.106 and should obtain approval of 
the matter submitted. 

3. A requirement that defendant give notice of the 
Connecticut court's adjudication to every person known to 
defendant to have purchased or leased or to be in possession 
of a Diapulsc device, and to its distributors and sales 
representatives and others. 

4. Similar injunctive relief during the pendency of 
the action. 

5. A temporary restraining order. 

Answer 

The defendant's answer consists of a general do..*., 
and three affirmative defenses. 

The first defense alleges that the decree of con¬ 
demnation of the device authorized defendant to relabel it 
under the supervision of the District Court of Connecticut. 
Defendant accordingly purports to find that "the instant 
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7 . 


complaint i : ; in conflict a ml inconsistent with Un- 
in Hint it necks to vary, modify and overrule the C 
decree and to interfere wi tli the rights thereunder 
upon the defendant herein." 


S<| i »l d'-or t-r 
ouncelicut 
conferred 


The defense alleges further that the Di.jpul.se 
company's good faith efforts to negotiate with the Food and 
Drug Administration to comply with the decree of condemnation 
and relabeling provisions have been arbitrarily rebuffed and 
should be held in abeyance pending final determination of all 
appeals from the Connecticut decree of condemnation. ^ 


The second defense was that the Cove rnm«-n i had 


failed to obtain an adjudication in its favor 
with respect to 72 [sic] specifically cum.. rated 
issues raised by the pleadings and tried in 1|,„ 
United States District Court for the District of 
Connecticut, and now seeks, by the instant action. 

i r ?, , tlg , at ° said issues. As such, plaintiff 
should bo barred and estopped from harassing, 
annoying, and i ul or r«*rr i ng with I lie lawful 
pursuit ul I lie <le I eudau I ' s Inis i lies:; " 


The third defense declared that this court was 

"without jurisdiction to grant the relief 
requested by plaintiff in the third paragraph 
of plaintiff's prayer for relief * * * [a 
permanent injunction pending receipt from 
defendant by Food and Drug Administration of 
evidence and approval by Food and Drug Ad¬ 
ministration of device as relabeled] * * * 
because said request for relief is contrary to 
cho decree or condemnation and relabeling in the 
onnecticut action, and no statutory authority 
exists for same."6/ 7 C " 
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The Connecticut Suit: 
The Libel 


8 . 


On December 16, 1965, the Government filed a libel 
of information in the United States District Court for the 
Northern District of Ccorgia, Atlanta Division, against a 
Diapulsc device and certain literature. The in rem proceeding 
prayed for seizure and condemnation of the device pursuant to 
21 U.S.C. § 301 ct seq. 


The libel charged that there was at Atlanta, Georgi 
in the possession of James E. Tebbol, D.C., doing business a 
Duckhoad Chiropractic Clinic, such device labeled in part by 
a metal plate affixed to it and inscribed as follows: 




0 


"Diapulsc Serial No. 1824 
Model D * * * Diapulsc Manufacturing 
Corporation of America New York City 
Manufactured by Remington Rand 
Division Sperry Rand Corporation * * *" 


The device had been shipped prior to December 9, 1963, 
by the Diapulse corporation to one Drakes in Atlanta, a former 
representative of the company who delivered it to Tebbcl. 
Additionally, Tebbel had in his possession items of promotional 
material which had been either mailed to him by Diapulse or 

received from Drakes in person who had in turn received them 
from Diapulse. 
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9. 

Misbranding of the device under 21 l l.'.i.c. ;; 
existed in that its labeling, namely the promotion..] material 
accompanying the article, represented and suggested that the 
article was adequate and effective for treatment of [here 
follows a lengthy list of diseases and claims of stimulating, 
enhancing, restoring, reenergizing, increasing, revitalizing, 
various systems, functions, mechanisms, etc. of the human 
body] whereas said statements were false and misleading since 
the article was not adequate and effective for the purposes 
claimed in the statements, ‘ 

The article was, accordingly, liable to seizure 
and condemnation pursuant to 21 U.S.C. § 334 for which relief 
a prayer was presented. 

The answer filed three months later on March 16, 1966 
by the Diapulse Corporation of America as claimant pleaded a 
general denial and asked for a dismissal of the libel. 

The action was thereafter at the instance of the 

Diapulse company transferred to the District Court of 

7 / 

Connecticut. 

Trial was begun before Judge Blumenfeld and a jury on 
February 21, 1967, and continued through March 17, 1967, when 
the jury returned its verdict for the government libellant. 

The verdict was in writing and was comprised of two parts: a 
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10 . 

giMiocnl vord i ct, ami what war; entitled by the court nr. a 
"Spociiil Verdict Form," but which in fact con;;inter] of 



answers to about 407. of the interrogatories propounded to the 
jury by the court. (See Fed. R. Civ. P. 49(b) for procedure). 
Judge lllumcnfcld had submitted to the jury 117 rlinenrsers, 
disorders and bodily conditions claimed to have been mis¬ 
represented, with instructions by the court that only if the 
jury found a general verdict against Diapulso of misbranding 
was it to "turn to" the interrogatories. 


"On the three accompanying pages," 

Judge nlumenfold had charged, "there have 
been listed those diseases, disorders and 
conditions for which the government has 
alleged that false or misleading claims were 
made by the labelling. In the event your 
verdict is for the government, write the word 
’Yes" in the blank space before each-of those 
diseases, disorders and conditions for which 
you find false or misleading claims were made. 

"Have each sheet signed by your foreman." 


The charge then continued; 

"’If you should fi.nd that one or more 
of the claims has been proved false or mis¬ 
leading, I will ask that you indicate what 
those claims are. * * * 

★ * * 

"'In the event your verdict in for the 
Government, if you reach the point where your 
verdict is for the Government write the word 
"yes" in the blank space before each of those 
[items] for which you find, if you so find, 
that false or misleading claims were made and 
have each sheet signed by your foreman. * * * 


i 


I 
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) 0;, 


"'T .1111 not going to ask you I o go through 
the vast lint of 120 [r;i.r:J nml do I i hornl •< iijit in 
ouch tJiio, lull; go to those — i f you roach them 
ut al l, which, in your view, represent: the heart, 
of tho claLittr. that wore made. * * * 

* * * 

"’And still there are too many of them here, 
120, to try and manage or even justifiably ask 
you to pass on each and every one of them. Lo 
that is why I say go through tho list, hut pick 
out those which you think go to the heart of the 
claims that are made here and pass only upon 
those. * * *'" 


Tho jury with surprising diligence answered no less 
than 40. of the 117 interrogatories by the word "Yes," meaning 
under the instructions of the court that false or misleading 
claims had been made as to them. The remaining interrogatories 
were left unanswered. 


Later, when an appeal was taken to the Court of 

Appeals from the judgment of condemnation entered on the 

8 / 

verdict as amended that court in its opinion on affirmance 
gave short shrift to Diapulse’s claim "that the judgment is 
defective in making a general finding in favor of tho govern¬ 
ment when, so it is alleged, the jury issued a special verdict 
in which it found for the appellant on 72 [sic] of 121 [sic] 
issues." 

The opinion continues: 
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"A11 hough 1 In* rorm :;ul mi i I I»* * I l.o 11 1 « • !•••'•/ 
on which »lie 12 1 |;;i c| irtmicr; wore li fil' d is 

bonded •.•Special Verdict Form,' lher#.* war; no 
npcci al vordi cL in this carsn. Judge 
It lumen fold clearly infitruclnil the jury that 
i f they found one or more falser claim;, of 
oCfecLivono.un, i n the labeling/, thei r 
verdict should be? for the government, lie 
then requested that if their verdict should 
be for the; government, they should wri to 
'Yes' in the blank space before each disease, 
condition, etc. listed on the form as to 
which they found that false or misleading 
claims had been made. At another point in 
the charge, ho instructed the jury only to 
pick out those which they thought went to 
the heart of the government's claims. His 
reason in doing this was, as he explained, 
to help prevent the possibility of compro¬ 
mise Among the jurors, and to require instead 
that they reach agreement on at least one 
claim before finding for the government. The 
jury returned a general verdict; 'In this ease 
the jury finds the issues in favor of the 
libelant and therefore finds that the device 
is misbranded.' Clearly, the action taken by 
the court in also requesting the jury to 
specify some of the claims which it found 
false or misleading was the submission of 
special interrogatories, and not a request 
for a special verdict. Compare Rule 49(a) 
with Rule 49(b), Federal Rules of Civil 
Procedure." 


4 The appeal was argued before the Court of Appeals on 

January 9, 1968, and decided three weeks later on January 30. 
Before the matter reached the appellate court, however, a 
number of proceedings following the jury verdict of March 17, 
57, had supervened. 


Judgment, signed by the clerk of the Connecticut 
court was made and entered March 31, 1967. It adjudged in 
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three brief decretal paragraphs that the single ar Hole r;ei zed 
war. misbranded within the moaning of the Act 5 502(a), 21 

y/ 

U.S.C. }*' 352(a) (1964), and pursuant to Act 5 304 (a), 21 

10 / 

U.S.C. 334(a) (Gupp. 1.967) as amended il was con»l<■nuc*d and 
forfeited to the United States; further, that pursuant to Act 
S 304 (e), 21 U.S.C. 5 ' 334 (c) (1964) , the fjovc r wnt should 
recover costs, fees, storage and such other proper expenses to 
be taxed; and, finally, that on or before Kay B,19G7, the 
"owner or proper claimant of said device shall show cause why 
said device shall not be destroyed." 


In response to said final decretal provision the 

Diapulse corporation moved for an order amending the judgment 

in order to provide for an opportunity to relabel the seized 

article. Diapulse's petition, brought under Act 5 304(d) as 

amended, 21 U.S.C. § 334(d) (Supp. 1967), prayed that the 

device should be delivered to it so that it might proceed with 

the relabeling in conformity with the statute, and the court 

11 / 

amended the judgment accordingly. The court's amendments 
of the judgment are too numerous and detailed for complete 
summarization at this point. Suffice it to say, however, that 
the amended judgment directed that the device was to be 
surrendered to the Diapulse corporation under bond so that it 
might bring it into compliance and Diapulse was forbidden to 
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M iil>i|», so I 1 , offer lor il«>, or ol Iwrw i :;/• 
dispose of said article iwil.il a duly .nil lior i yj:d 
ri‘|M'*':''OMLiii ivo of the bopnr l inent. of lln.iliii, 
Kducati on anil Welfare * * * ;;lwill in writing 
have n'liMNi'tl such article for sh i pwn I , snjrj, 
or other disposi l:ion." If binpulsc "does not 
avail .itself of Lho opportunity to repossess the 
condemned article in the manner a Cornu a i d , the 
United r. tales Marshal for this [Cormecti cut J 
district shall retain custody of said article 
pending the issuance of an Order by this 
[Connecticut district] court regarding its 
disposition; * * 


Judge Blumonfcld additionally directed that he v/as 
to retain jurisdiction "to issue such further Decrees and 
Orders as may be necessary to the proper disposition of this 
proceeding' and, finally, that the force of the amendatory 
orders be stayed pending disposition of an appeal if taken. 


Diapulse had moved for judgment notwithstanding the 

i 2/ 

verdict, and in the alternative for a new trial. Judge 

Blumonfcld considered both motions and on May 2',, 1067, denied 
them in an opinion which is reported at 269 F. Supp. 162. 

The content of the opinion will be considered, as pertinent 
and required, in the later discussion of the opinion of the 
Court of Appeals upon affirmance to which we immediately turn. 
Eight months were to elapse, however, following Judge hlur.ien- 
feld's denial of the Diapulse's motions for judgment etc., 
before the Court of Appeals rendered its decision of affirmance 
on January 30, 1963. The Court of Appeals found that Diapulse 
appealed upon five claims on each of which it sustained the 
holding of Judge Blumonfcld. 
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M. 

The Cirr.t claim urged by Dinpulso war. Dial since 
there war. an honest difference of opinion among mfdie.i]. 
exports; w.ilh rcnpcct to the issues of offocti Vfwr.r. raised in 
the libel, there could be no proof that the Mntoiwnt.r; wore 
fvilr.o in fact and the issues should, therefore, never have 
been submitted to the jury. The Court of Appeals upheld .Judge 
Dlumenfeld's conclusion in ruling on the defendant's motion fo 
judgment n.o.v., that "the evidence demonstrated the existence 
of scientific standards capable of testing the degrees of 
effectiveness of a product." lienee, it was proper to submit 
the issues to the jury. 

The second claim based on Judge Blumenfeld's sub¬ 
mission of the case to the jury for a general verdict 
accompanied by answers to interrogatories has already been 
discussed, (pD. 10 and 10a , supra). Rejecting appellant's 
contention that a general verdict should not have been 
rendered, but that the jury should have been reguired to rule 
on every one of the 121 [sic] interrogatories, the Court of 
Appeals noted that the statute in relevant part provides (21 
U.S.C. 5 352) that "A drug or device shall be deemed to bo 
misbranded —— (a) If its labeling is false or misleading in 
any particular ." (Underscored phrase italicized for emphasis 
in opinion by Court of Appeals.) 

. The opinion of the Court of Appeals e«*nl imi.s: 
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IS. 

"If is argued that because thorn was a 
general judgment, nncl it in not clear what the 
jury sped fica.lly found, appellant v/i.11 not ho 
able to properly relabel. its product. Ar; 

•*u«lge Ml union fo 1 (1 r.aid: 'Claimant mintahor; the 
ptirponc of a court. It ift not a pharmacout i cal 
i n« | house. ' Admittedly it would ho oar; i or 
for the claimant, in an action nuch an l.hir; to 
• to forward with relabel ing it?: product, if the 
judgment wore more .specific, but the purpose of 
the action ir; .simply to condemn the drug, machine, 
etc. if misbranded (r.oc dincunnion above), and 
the action i.r: provided for by ntntute. The 
ij».Ui. al deter m ination of the Ing a 1 i.ty of~T77 g now 
la beling irt for t he adminisCrTTFiVcHboTiy . If ~l3'/ 

[Kntphasis supplied, 'j 


The third claim of niapul.no which the Court of 
Appeals overruled was the argument that Judge Mumenfold 


"changed the issues raised by the libel 
when it instructed the jury that it could 
find for the government if it found that 
there was a difference of opinion among 
medical experts which was not disclosed in 
the labeling." 


Agreeing with Judge Blumenfeld's holding in this 
regard, the Court of Appeals declared (p. 615 id.): 


"Bur this was not a new issue. 21 U.S.C. 

§ 321 (n) reads: 

If an article is alleged to be mis¬ 
branded because the labeling is mis¬ 
leading, then in determining whether 
the labeling is misleading there shall 
be taken into account (among other 
things) not only representations made 
or suggested * * * but also the extent 
to which the labeling fails- to reveal 
facts material in the light of such 
representations or material with respect 
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to consequences which may result from 
the use of the article to which the 
labeling relates under the conditions 
of use prescribed in the labeling thereof 
or under such conditions of use as are 
customary or usual. 

This has been read broadly, and not improperly, 
in 21 C.F.R. 5 1.3: 

The existence of a difference of 
opinion, among experts qualified by 
scientific training and experience, as 
to Mm truth of a representation made 
or .suggested in the labeling is a fact 
(among other facts) the failure to 
reveal thich may render the labeling 
misleading, if there in a material 
weight of opinion contrary to such 
representation. 

Cf. Research Laboratories, Inc. v. United States, 
1G7 F.2d 410, 422 (9 Cir. 194B). M 


The fourth point Diapulso tendered, but failed to 
sustain was that 

"it was error for the District Court to rule, 
as a matter of law, that reprints of medical 
articles constitute 'labeling' within the 
meaning of the statute. It is argued that an 
article, journal or book docs not become 
labeling for any drug or medical device which 
a doctor (or chiropractor) may have in his 
office. That is no doubt true. See United 
States v. 24 Bottles 'Sterling, Vinegar, f. 

Honey, etc.' (Balanced Foods, Inc.), 338 F.2d 
157 (2 Cir. 19G4), cited by appellant. But 
the essential question is whether the printed 
material seized with the device supplements or 
explains the device — it is the textual 
relationship, not physical attachment, which 
is significant. See Kordcl v. United States, 

335 U.S. 345, G9 S. Ct. 106, 93 L. Ed. 52 
(1948); and United States v. Urbuteit, 335 U.S. 
355, 69 S. Ct. 112, 93 L. Ed. 61 (1948). Here, 
the claimant admitted distributing all of the 
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material seized wi. Lh the device. A reprint 
oC a 'medical article' need not lie treated 
differently from other printed material alloyed 
to constitute labeling. See United State:; v. 

Iloxscy Cancer Clinic, 190 l-\ 2d 273 (5 Cir. 1992), 
cert, denied 344 U.S. 920, 73 S. Ct. 496, 97 
L. lid. 714 (1993; . m1 ^/ 


The fifth and last of the points unsuccessfully urged 
upon Judge niumcnfcld and the Court of Appeals by Diapulse was 
"that it was error to allow the introduction of evidence, 
including opinion testimony, about a medical device called 
'Theramatic,' because that device and appellant's device are 
not the same.” 


Tito Court of Appeals ruled that "[ojn the evi. donee 
adduced, it was not error to hold that the machines wore 
"tifficiently similar to allow introduction of evidence as to 
'Theramatic,' for purposes of evaluating 'Diapulse'." ^ 

Certiorari was, as earlier noted, denied by the 
Supreme Court on June 10, 1968, 392 U.S. 907. 

In the meantime, at long last, the lethargic govern¬ 
ment had bestirred itself and had on April 25, 1968, filed its 
complaint. It is perfectly plain that had the government file 
i lS suit one year earlier, in 1967, and immediately applied fo 
an injunction comparable in scope to that which prevented the 
Diapulse corporation from disposing of the single machine 
forfeited in the Connecticut in rem suit until the device had 
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boon brought into compliance with what the Food and Drug 
Adminintention required and it had been released by the w 
and Drug Adminir.tration, the Diapulno corporation would have 
boon put out of business pending r.uch compliance, provided the 
rent of the machines it marketed wore substantially identical 
with tho forfeited device and tho labeling by accompanying 
litoraturo was subs tan ti.ally tho same as was found in the 
Georgia chiropractor's office. 


In the trial ultimately conducted before this court 
it was practically conceded that tho business of binpulso 
consisted of the disposition by sale of only two models of 
the device which except for some minor details not pertinent 
to the instant issues were substantially identical with the 
condemned device. Further, the proof was overwhelming that 
until some time in 1968 no attempt whatsoever had been made 
to modify the promotional claims Diapuise had been making or 
implying in marketing its product. 


But the slow pace at which the Food and Drug 
Administration moved against Diapuise gave that company the 


opportunity to continue its obfuscating tactics and the 

16/ 

recklessness to engage in them. 


On April 29, 1968, Judge (now Chief Judge) Mishlcr 
signed ap order to show cause for a preliminary injuncti< 


.on 


upon the government's application, returnable May 6, 1968. 


17/ 
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The appended footnote indicates how tho type of 
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The show cause order did not, as the temporary restraining 
order had, track the precise findings of the jury in what 
was sought to bo enjoined. 

) 

Instead, the Golden supporting affidavit in Exhibit 
III annexed thereto purported to establish categories of 
certain of the affirmative jury findings of misrepresentation 
and under these headings to list post-verdict representations 
which Diapulso made concerning the efficacy of its device. 

Most of these subsequent representations would on simple 
inspection by non-medical laymen bo seen to be a brazen 
paraphrase of and even literal persistence in the adjudicated 
misbranding. In the case of other representations medical 
testimony would have to be supplied to subsume the language 
thus used after the trial under the adjudicated expressly 
forbidden categories. 

Mr. Golden and the supporting affidavits of the Food 
and Drug Administration agents Everline and Eastwood earlier 
referred to, cited a number of specific sales of the device 

v • 18 / 

thus misbranded in the post-judgment period. 

Doth the temporary restraining order and the motion 
for a preliminary injunction speedily became moot, for on 
May 2, 1968, Judge Mishler on the consent of defendant issued 
a preliminary injunction. The order recited: 
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" (C)ounscl for the respective parI:ior; havin'; 
mot and advised the Court that defendant a';roes 
to the issuance of a Preliminary Injunction, as 
hereinafter set forth, for purposes of effectuatin'/ 
an orderly procedure pending trial and determination 
of thin action and without admitting the allegations 
of fact or law set forth in the Complaint filed 
heroin; and upon the Consent of tho defendant, 
annexed hereto." 


The order followed In his verbis tho restraints 
imposed by the temporary restraining order, rather than those 
sought by tho motion for a preliminary injunction, but ex¬ 
tended them for the period pending trial and determination of 
tho action. The government's motion for such injunction re¬ 
turnable May 6, 1968, was declared withdrawn. 


The defendant had already laid its plans to evade 
the restraint even as tho order was being signed. Those were 
not long delayed in their disclosure. On May 6, 1968, four 
days after the injunction order was signed defendant addressed 
a letter to all its dealers and dealer salesmen throughout the 
country informing chem that 


"[ajfter lengthy litigation (which is still 
pending for consideration before the United 
States Supreme Court) , a judgment was obtained 
by the Food and Drug Administration to tho 
effect that 49 specifically enumerated claims, 
out of 121, may not be made for Diapulse units, 
directly or by implication." 


The letter then announced with full bold-faced 
capitalization that 
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”72 CLAIMS, HOWEVER, WERE NOT RESOLVED Til 
FAVOR OF THE FOOD AND DRUG ADMINISTRATION." 

The* letter next: explain.*; with a certain magnanimous 
condescension that 


"On May l, 106H, without admitting any of Mm 
a I le«|.it. i our. of (act or law an :;cl Cor l h in Mm 
comp lai nl, we voluntarily |:;io| agreed that ;m 
order bo entered temporarily proliihii ing l lie 
shipment or sale ot Di apt U se units with .my of 
the 49 representations or nagger;Lions, as shov/n 
in the attached order.(Emphasis supplied) 

Following this, the letter, again reverting with 

true Madison Avenue salesmanship to full capitalization further 

emphasized by underscoring, declares: 

"THE COURT DOES NOT AFFECT THE COMPANY’S 
RIGHT TO CONTINUE THE SHIPMENT, SALE AND 
SERVICING OF DIAPULSE UNITS, EXCEPT FOR THOSE 
CONDITIONS STATED IN THE 49 CLAIMS. 

"DIAPULSE MAY CONTINUE TO BE RECOMMENDED 
AS ADJUNCTIVE THERAPY IN THE TREATMENT OF THE 
FOLLOWING CONDITIONS, EXACTLY AS STATED :" 

The jury under explicit authority from the court had 

left 68 interrogatories concerning diseases, disorders and 

bodily conditions unanswered. Defendant's circular with 

arrogant effrontery, wholly contrary to the spirit and letter 

of Judge Blumenfeld' s injunction, listed 25 of the r,8 diseases 

as ones for which it was proper, therapeutically and legally, 

to continue to use its device. 

Following the enumeration of these 25 the letter 

continues: 
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"To avoi (1 any ini sundersLand i ng, and m 
ar.r.u ro complete comp li. mica wj l.li all applicable 
rulings of ilia Court: wi Lit respect Lo the 
purposes and ur.cn of Dinpulsa in the treatment 
of vairiour. dir.car;c.-;, conditions and syrupt:oms, 
yo u arc t o ret u rn Lo nr. i minedi al.c 1 y a 1 1 
literature, brochures and treatment chart::; 

Willi the exception oC ilia following, which 
you may continue Lo use: 

'Experimental AcoolcraL ion of Wound 
Hun liny, ' Jiirucc M. Cameron, M.b. 

'Peripheral blood Flow Measurements 
During Application of Pulsed nigh 
Frccpicncy Currents , ' William James 
Erdman 11, M.D. 

'Congressional Record' (2G1-3RS-7004) 

"Further, no oral statements, ropresenLatjons, 
or suggestions shall be made which directly or 
indirectly, indicate, refer, represent, suggest, or 
crcQuO the impression that Diapulsc is an afleguate 
and effective treatment for any of the 49 purposes, 
coadiuions or diseases listed in the annexed order,“20/ 
(Underscoring in original.) 


’ Thc letter concludes with advice that the treatment 

chart and literature arc being revised "in accordance with the 
^o^egoing and a bland playing down of what had been adjudicated 
against it by a pious affirmation that " [a]s always, it has 
been, and still is the company's policy to comply with all 
applicable rules and regulations concerning .the sale and use 
of Diapulse." (Emphasis supplied.) 


The proof came as no surprise at the instant trial that 
defendant continued to sell its device after the jury's verdict 
without making any disclosure to the purchaser that its use- 
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fulness had been questioned in litigation until mi nro,.roKentat j.onj 
and misbranding had been adjudicated. 


One further proceeding in the Connecticut suit remains 
to bo mentioned before we turn to a consideration of the pre¬ 
trial procedures in the Eastern District action. 


On June 10, 1969, exactly one year after the Supreme 
Court had denied certiorari, Diapulse as claimant filed a motion 
before Judge Blumcnfcld to further amend the 1967 judgment of 
forfeiture. 


The gravamen of the motion was as follows: 


Diapulse in a long series of meetings with the Food and 
Drug Administration both before and after the Connecticut action, 
"attempted to amicably negotiate relabeling for its article of 
device, only to be rebuffed at every turn. 


Claimant in extensive correspondence with the Food and 
Drug Administration, submitted to Judge Blumenfeld as exhibits, 
"has in good faith offered to bring its article of device in 
compliance with the law, only to receive continued rebuff and 
nonresponsive answers." 


After several paragraphs of like tenor, the motion 
continues: 
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"If,. Thai: Claimant: hnrs rolnl•ole d it.?; device 


no that it in in complete compliance wilh the lav/, 
that is, it claims that its device is odogual.o .and 
effective for use in treating the following medical 
conditions: 

(a) 

Tissue and bono healing; 

(b) 

Sinusitis; 

(c) 

bursitis; 

(d) 

Arthritis; 

(c) 

blood flow to peripheral areas; 

(.See Exhibit GG) 

"17. That the article of device is, in fact, 
adequate and effective for use in treating the • 


foregoing medical conditions. 

"10. That the claim that the article of 
device is adequate and effective for use in treating 
the foregoing medical conditions in no v/ay contra¬ 
venes the findings of the jury and the decision of 
this Court in the above-entitled action; 

"19. That this Court has continuing juris¬ 
diction over this matter and that the terms and 
conditions regarding the relabeling of the article 
of device are clearly to be fixed by the Court and 
not by the Food and Drug Administration, as is more 
fully noted in the attached ’Points and Authorities 
in support of Motion.'" 


The motion concludes with a "Wherefore" clause 
praying for an order further amending the judgment by decreeing 
"that the device has been brought into compliance with the law 
when labeled as being an adequate and effective treatment for 
the afore-mentioned medical conditions * * *." 
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29. 

Judge lllumenfcld summarily disposed of 1.1k: mol.ion or» 
June 24, 10C0, by his two-word inscription in tho margin on the 
first page, "Motion Denied," He wrote no opinion. 

As for the seized device itself, it lids deconlimj to 
proof adduced at trial never left the Clerk's office in 
Connecticut where it continues to gather dust. The Food and 
Drug Administration, presumably, has never found anything 
therapeutic which the machine is capable of as to which truthful 
representations may be made, nor docs it appear that defendant 
is prepared to make them. Accordingly, it is not surprising 
that the Food and Drug Administration has not given the 
requisite consent to the further distribution of the device in 
interstate commerce. 


Pretrial Procedures and 
Trial in the Eastern 
District of New York 

On November 11, 1971, the Court filed an opinion which 
directed the issuance of a preliminary injunction against the 
defendant, and on December 8, 1971, a decision constituting its 
of i.act and conclusions of law upon such preliminary 
injunction. Appended to these findings and conclusions was the 
formal order of the Court providing for such pendente lite 
injunctive relief. 
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26. 

Willi a viow Lo enabling <lnfondant to apply within 
brioC period for a .stay pcncli.no appeal Llio Court in such ordor 
authorized defendant to continue its ordinary and usual 
operations and disposition of Diapuisc devices in the ordinary 
course of business, with the proviso that the order was to be 
fully effective in its restraints on and after December IS, 

1971. 

Defendant promptly appealed from the interim order 

and applied to the Court of Appeals for such stay. The stay 

was granted by order made by the Court of Appeals on 

21 / 

December 13, 1971. 

The taking of testimony by this Court had begun on 
June 7, 1971, and had continued intermittently through 
November 8th when an order was filed by the Court directing that 
the hearing on plaintiff's application for a preliminary in¬ 
junction be consolidated pursuant to Fed. R. Civ. P. 65(a)(2) 
with i-he trial of the action for a permanent injunction. 
Thereafter the trial continued on an almost day-to-day basis 
and was still in progress whcn decision comprising the findings 
and order granting the preliminary injunction was signed on 
December 8th. These findings were based on the proceedings and 
testimony through November 29, 1971. What is set forth in the 
opinion of November 11th, 1971, and these later findings, 
conclusions and order will not be here repeated, being deemed 
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27. 


incorporaLed in this opinion by reference. 

Inasmuch as the appeal wan taken only from the interim 
injunction order*/ the ongoing trial the outcome of v/hich would 
bo either a permanent injunction or a final judgment for the 
defendant went forward notwithstanding such appeal. 

However/ with 10,000 and more pages of testimony in 
this Court and in the Connecticut trial and with hundreds of 
exhibits in both trials to serve as a base for its final 
determination and with defendant pointlcssly using up courr. 
time in supplying cumulative testimony through an endless stream 
of unimportant witnesses, this court on November 20th declared 
the trial for a permanent injunction closed for the reception 
of further evidence and set up a schedule for the tiling of 
briefs. 


With the stay of the interim injunction lifted by 

the December 13th order of the Court of Appeals, however, this 

Court of its own motion on January 6, 1072, reopened the trial 

to enable the defendant to offer additional testimony which 

the Court's closing of the evidence on November 20th might have 

precluded i.t from presenting. Further sessions of the Court 

for the hearing of defendant's witnesses were thereafter held 

on February 1st, 2nd, 3rd, 4th and 10th at which point both 

22 / 

sides rested. 
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Wi th Lho conlcur.ion of the testimony nothing was 
sharpened, nothing war; changed, except that Lho Court; no 
loiniiu" fo.lt by it?; imposed termination of the trial on 
November 29lh it might nave chut out: something of importance 
which the defendant had to offer. It was now clear that 
defendant had had nothing to add. 

On March 20, 1972, the Court of Appeals affirmed 
this court's preliminary injunction. United Staters v. Pi npulso 
Corporation of America , 457 F.2d 25 (2d Cir. 1972). The 
opinion added little, if anything, to what had been earlier 
said by it in its affirmance of the Connecticut district court 
and what Judge Blumcnfcld had written in that court and what 
this court had enunciated in its grant of the preliminary 
injunction. 

"The Food, Drug, and Cosmetic Act has as its 
purpose," the Court of Appeals declared, 

"the protection of the public from 
products not proven to bo safe and 
effective for their alleged uses and the 
safeguarding of the public health by en¬ 
forcement of certain standards of purity 
and effectiveness. The reach of the Act 
is broad and the provisions, touching the 
public interest in a direct way, are to 
be given a liberal construction." 

At a later point: "No specific or immediate showing 
of the precise way in whicA violation of the law will result 
in public harm is required." 
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2 0 


Aa for cxcrciac of judicial discretion in i ur.ui no 
and framing tho terms of an inunction, the Court of Appon 1 s 
declared: 


"Yi>o injunction may swoop broadly in its 
prohibition if that is necessary to enjoin 
future violations which appear likely to 
occur." 


In answer to the contention that the injunct ion 
was impermissible as calculated to put defendant out of 
business, the opinion's acerb comment was an excerpt from an 
earlier case that there "'can [be] no vested interest in a 
business activity found to be illegal.'" 


In summation the Court of Appeals had this to cay: 


"The device had been found to be generally 
misbranded, in violation of the statute, 
and in addition, a jury of laymen had found 
49 specific claims to be false or misleading. 

Yet the company continued its brazen adver¬ 
tising scheme, failing to inform its buyers 
and lessors of tho litigation or of the 
dispute in medical circles about the machine's 
efficacy. it did not prove the machine's 
effectiveness or relabel it to the FDA's satis¬ 
faction. The company's persistence in marketing 
the device makes it highly likely that the 
prohibited activity will cease only or. the 
issuance of a blanket prohibition on shipment." 


The argument had been advanced by appellant that 
this Court's requirement that the FDA approve the labeling 
as a condition for lifting the injunction imposed upon 
defendant an illegal "pre-clearance" restriction before the 

t 
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10 . 


devi.oo could Ik' in.uuir.icl urod and shipped. Tit answer the 
Court of Appeals wrote:: 


"The circumstances of this litigation make 
analogy to pro-clonranco less than persuasive. 
Diopulnc in not attempting to market the 
machine for the first time; on the contrary, 
a machine differing on]y in detail from 
present models has been condemned because the 
labeling was false and misleading. Corrective 
measures are required before the machine can be 
chipped in commerce. The court below found, 
following the order in the Connecticut action, 
that the FDA, the administrative agency charged 
with implementation of the statute which the 
company v/ac found to be violating, v/as the best 
qualified to assess and formulate, with the 
company, labeling that is not false or misleading. 
The court itself is not expert on the medical 
and scientific issues which must be explored 
in order to produce accurate labeling; the 
assignment of that function to the FDA is 
sensible and proper. Cf.' United States v. 

Allan Drug Co. , 357 F.2d 7T3 '(10th ClFT 10GG). 

The order does not leave the company in doubt 
about what acts are prohibited or the methods 
by which it can proceed to correct its 
violations." 


Finally, the opinion gave to this Court the 
recognition trial courts sitting without a jury are endlessly 
accorded of having the primary authority '"to judge of the 
credibility of the witnesses.'" 

Nothing that followed the taking of the appeal has 
affected the mountain of testimony and findings that preceded, 
nor except for some brief observations will this Court 
undertake to add to what it has already written nor to what 
the ^.ourt of Appeals wrote in affirmance. 
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bc-fondant liar, sought to overwhelm the Severn 1 court:; 
which have toilr.omcly dealt with its claims and the expertise 
witneuocs. To argue dct«nil with defendant aL i.hir; 
point is both impossible and uncalled for. To do so would, in 
fact, drop the government in the semantic pit which the 
defendant has planned and dug for it. The only sensible 
rejoinder is that having been adjudged guilty of substantial 
misbranding, the defendant must now affirmatively establish 
what, if anything, its device is good for. 

The procedure whereby a district court defers to a 
government agency with special skills and facilities, per¬ 
mitting it'to make factual determinations in limited areas, 
and, when made,^to fit them into the Court's broader rulings 
is not unusual. The Court of Appeals has approved such 
procedure. 

The use, moreover, by defendant of its advertising 
matter both before and after the roof caved in upon it in 
Connecticut evince at best an attempt to evade the effect of the 
adverse adjudication, and at worst a brazen — (the word is 
that used by the Court of Appeals on its affirmance of this 
court, not this Court's) — disregard of its obligations to the 
public in marketing a device which may have some medical value 
or, as is likely, represents no less than sheer quackery. 
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The appended footnote indicates how the type of 
advertising, now generally ascribed to "Madison Avenue" can 
mislead while pretending innocent compliance with judicial 
restraints. 


Defendant's attempt to present the nondescript, host 
of witnesses it called, some medical, some lay and .some of less 
respectable professions, as outstanding research specialists is 
preposterous. The lay, half-educated individuals who administer 
the affairs of the defendant and of which one, Ross, has the 
chief proprietary interest,arc on the showing made before this 
court, somewhat less than completely interested in pure 
scientific research as applied to the sole i ;oduct which 
Diapulsc purveys. If this were a negligence action with medical 
"experts" hired and feed by both sides, espousing diametrically 
opposed views on what does and does not ail a plaintiff -- an 
antilogy judicially often remarked upon — ..he court would 
perforce shrug the matter off, leaving to the all-wise jury the 
assessment of medical credibility. 


But when, as here, a swarm of witnesses have testi¬ 
fied, and cross-questioning of some has elicited relationships 
and pecuniary involvements with the defendant which arc in¬ 
compatible with that complete material neutrality which is the 
hallmark of a medical research man and his findings, one must 
infer that defendant's case as a whole is at the very least 
suspect. 
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*« *> 

-# i » 

One final observation in in order. The proof in this 
tri.nl running l.o many thousands of pages and bnsfd on moni hr; of 
testimony war. received by the Court morn liberally limn would 
have boon tho earn had tho Court known in advance i In* full scope 
of what it know by tho time tho trial concluded. k^r, adjudicate 
wan operative an to most of the innuen when the Connecticut 
forfeiture wan first adjudged. Only some major scientific 
discovery subsequently transpiring could have required the 
reopening of the issues, and even as to that the Court would 
have been constrained to assume that the FDA would take that 
into account in its consideration of any usefulness tho device 
might have. But the fact is that nothing which has been shown 
by defendant upon the trial has in the slightest decree served 
to strengthen the position which it maintained in Connecticut 
with such notable lack of success. 

It is the Court's conclusion that the temporary 
injunction issued by it on December 3, 1971, should r.ow be 
made permanent. 

The foregoing nnd the matters incorporated therein by 
reference constitute the findings of fact and conclusions of 
law of the Court. The government has submitted proposed 
findings of fact and conclusions of law. The defendant has 
not done so. 


/ 
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Koch party shall have until Juno 26, ]^72, to 
serve upon the adverse party proposed amendments to these 
findings and conclusions and a proposed judgment for signature 
by the Court, making the preliminary injunction permanent, 

and file the name with the Court on or before June 30, 

1972, thereafter. 
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FOOTNOTES 


of term -Sc’SiScN 5 201(10 ' 21 U - S -°- * 32l(h) tor ton^lLi, 


Uon, ("FOA" ]? 80 C,nSSitie ‘ 1 by «•« Po °<> «»« »r«g Adninir.tra- 

y. i• , .Judgment of forfeiture of a single machine war; signed 
District Court Judge niumonfclri on March 31, ]0G7 after i 
vor.ltct by a jury which rendered a general verdict of ,i •- 
brnnaa nc, and answered af fir,native Lyspecific inSro 
a. to misrepresentation in 49 instances as to <Ur.nar.t-z and 
conditionn. No a newer war, made by Lho jury ar, to the remaining 

in.-fi nC ? 0 ‘5 B .. nm1 4 COndltionS su, W"i ttod to it. Judge M lumen fold J 
in..tiuctcd the jury that if it returned a verdict of mis- 

1,1 r M n0t " tc> tJO t,,rou, Jh the var.t Ur;t oT 120 [sir] 
ond dolxbointo upon each one, but cjo to those — ir yo ., reach 
them at all, which, in your view, represent the heart of thr 
laims that were made * * * and pass only upon those * * 

•m„lic,Hon 1 «? W n’ g °? try oC jml ^ mcnfc Judf Jc n lumen fold upon 
‘I l lication of Dinpulso entered an order on April ? r > ]or ,7 

giving it an opportunity to relabel the devicS to in 'into 
compliance with the law, subject to and evidenced by the 

(sSpp Va i9651 PUrSUnn ! : t0 Act 5 304 < d >' 21 U.S.C. 5 334 (d) 

thupp. 1 v6j]. Such approval, as noted p. 25 ' 

supra, lias not been obtained. Thereafter the 'Diapulse 

corporation moved for judgment notwithstanding the verdict and 

sSnn A 1 *-; , Judge denied the motion?^ F. 

Supp. 162, decided May 24, 1967. 

Hie Connecticut case was in this posture when the 

Di > ?nni'c t0 th ° 2d ? ircuit Court of Appeals was taken by the 
apulse corporation. After the affirmance by that court on 
oanuary 30, I960, 389 F.id 612, the instant suit was bcq£n?„ 

o!! April^S D 1968 1C ’Shf rtf" lu rk the filing of the domplniat 
on ftpru b, 1968. Shortly thereafter on June 10. 1968 -he 

Supreme Court denied certiorari, 392 U.S. 907, 88 S. Ct." 2059. 
i»e. without the appendices. 
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C '{’ , li , hortl y nppoar, the Court of Appe.,1:; had 

aluady at fumed the Connecticut district court'.'; delerminati on 
30ccvcral »onth» before suit war. Verted in 
V cvnut and all that remained war; for the Supreme Court to 
deny certiorari which it did on June 10, 19G0, less than four 
weeks after the answer v/as filed herein. 
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tirst 


Tiic 

defense 


second and third defenses arc frivolous. The 
is not far behind. See in particular footnote 


2 . 


({.. .. , Procedure requiring such removal for trial to 
district of reasonable proximity to the claimant's principal 
£5“ °; 5 usincs3 " unless the parties otherwise stipu 

prcscntly f in SrS£ 5 304 U> ' 21 U * S * C * S 33 ^'' « then and 


j. . United States v. An Article of D .vice * * * niarmlr-n 
*19*6a)^ CtUrin9 Corporation of America, 30h F.2d 612 (2d Cir. 

X) if i^ A i^ U ?-° r ? cv i ce shall bo deemed to be misbranded — 
w 1 If its labeling is false or misleading in any particular." 


10 / 


S 33'). Seizure — Grounds and jurisdiction 

(a) Any article of food, drug, device or 
cosmetic that is adulterated or misbranded when 
nuioduecd into or while in interstate commerce 
- while held ror sale (whether or not the first 
-ale) aitcr shipment in interstate commerce, or 
wnicn My not, under the provisions of section 
ii or 355 or tms title, be introduced into 
interstate commerce, shall bo liable to be 
procec -.ed against while in interstate commerce, 
or at any time thereafter, on libel of informa- 
uion and condemned ir, my district court of the 

aiif®? S ? at ^ s within jurisdiction of which the 
article is found: * * * 


11/ Act S 31V, (d) , 2) U.S.C. 

and currently in force reads: 


S 33d (.1) as then apnlicnbl, 
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37 . 


" Di :i| > or: i J_i_o i \ of goods after decree of 
condoning t Ioii 

"(<1){1) Any food, drug, device, or cor;moI.i t: 
condemned under this section shall, after entry of 
l lie decree, ho disposed of hy destruction or sale 
as the court may, in accordance with the provisions 
of this section, direct and the proceeds thereof, 
if sold, loss the legal costs and charges, shall he 
paid into the Treasury of the United States; hut such 
article shall not be sold under such decree con¬ 
trary to the provisions of this chapter or the lav/s 
of the jurisdiction in which sold; Provided, That 
after entry of the decree and upon t7itr“p7r/ment of 
the costs of such proceedings .and the execution of 
a good and sufficient bond conditioned that: such 
article shall not he sold or disposed of contrary 
lo the provisions of this chapter or the lav/s of 
"7 nlate or Territory in which sold, the court may 
hy order direct that such article ho delivered to 
the owner thereof to be destroyed or brought into 
compliance with Lite provisions of this chapter under 
the supervision of an officer or employee duly 
designated by the Secretary, and the expenses of 
such supervision shall be paid by the person ob¬ 
taining release of the article under bond.*' 


12/ Pursuanc to Fed. R. Civ. P. 50(b) and 59. 


13/ Judge niumonfold's opinion contains a comment which 

illuminates the possibilities open to a cunning purveyor of 
misrepresented worthless, or worse, pscudo-thernpouiin 
devices, of endlessly delaying and thus defeating the 
government's efforts to put «n merited quietus to his activities. 
Judge Blumenfeld writes (p.160 id.); 

"Thus, the interrogatories were designed 
to protect the claimant who is now objecting-. 

A second benefit from the interrogatories x s 
the protection they give to both parties. The 
bases of the jury's verdict, thus particula ir. „*d, 
permit the accurate review of both the sufficiency 
of the evidence and the propriety of its admission. 

"But to secure these advantages, it was not 
necessary to require either a 'yes' or a 'no' 
to each claim. This would have required the 









LING^^^ 


jury lo <1(<1 i licM'al (' for day::, perhaps even 
longer. Tlii» temptnl i on would be grout. for 
purveyors of misbranded products to make 
Ji (oral ly thousands of spurious claims; of 
necessity, I lie Covnrunionl: in socking condcm- 
nation would not realistically ho able to 
present evidence on r.o many claims, or if it 
did, the jury would be unlikely to remember 
all of thorn. Since the burden of proof rests 
on tli(« (love rumen I , o.f/. , United States v. 4 7 
bottles, supra, 200 P. Supp. 1; United States 
v. 11-1/4 Dozen Packages, 40 P. Supp. 20ft 
(W.D.N.Y. 1941), a jury would perforce have to 
find for the claimant on those claims which 
it could not remember, or on which the Govern¬ 
ment, because of the sheer mass of false claims, 
had not been able to present evidence. Thus, 
at the cost of sacrificing one device or sample 
oC a product because only a few of the mis¬ 
branding claims were found proved, a claimant 
would have obtained a judgment constituting a 
bar to any future action against all the rest of 
its devices on the remaining claims, spurious 
though they may be. 

"The jury was not required to answer all 
of the interrogatories.*' 


This holding of the Court of Appeals was consistently 
ignored by Diapulso's counsel in the trial before this court, 
with iterated disclaimers of the labeling effect of literature 
which it continued with reckless disregard of content and no 
or inadequate warning to the recipients to sponsor and cir¬ 
culate as a promotional ambience for the sale of its device. 


15/ Similar testimony was received by this Court in the 

early stages of the trial when it was endeavoring to familiarize 
itself with the scope of the proof it was to receive before it 
had had an opportunity, since availed of, to read the 2,000 plus 
pages of Connecticut trial record and to assess the res 
adjudicata effect of the judgment rendered by that court. 


16/ Misbranding carries with it criminal penalties of fine 

and imprisonment under 21 U.S.C. § 333 and, if an injunction 
against disposition were granted, violation of the injunction 
would, of course, expose the contomnor to civil and criminal 
punishment for the contempt. 
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17/ Judge Mir.hlcr lincl on tilio same day signed a Ifinjior.iry 

restraining order against the Diapulse corporal, i on enjoining 
it from introduci ncj into interstate commerce any similar 
device, assembled or unassembled, bearing or nccompnn i ed by 
leaflets, brochures, etc. that said articles are an adequate 
and effective treatment for the 49 diseases, disorders and 
bodily conditions as to which the Connecticut jury had reported 
affirmatively that there had been misrepresentation. 

The. temporary restraining order was directed to expire 
by May 9, I960, unless otherwise ordered by the Court and hear¬ 
ing on the application by the government for a pro 1imi nary in¬ 
junction was set down for May 6, 19G0. 


10/ It appears that the same affidavits were submit led in 

support of the temporary restraining order (Golden ., M d ever)inn, 
sworn to April 24, I960, and Eastwood, April lf», I'Hdl) as were 
presented as a basis for the preliminary injunction. 

In opposition to the temporary restraining order 
defendant submitted only the single affidavit of iIs president, 
Jesse Ross. It is clear that the thrust of the government's 
applications for a temporary restraining order and an interim 
injunction was the claim that after the entry of judgment in 
Connecticut on March 31, 1967, spcctors of the EDA had found 
"samples of the device and accoi.n <nying labeling making the 
same claims as those adjudged false in the seizure action to 
have been shipped by the defendant to various distributors and 
ourchasers across the country," (Carl Golden affidavit, p. 2) 
and that as recently before the applications for injunctive 
relief as April 5, 1960, the manufacturing and distribution 
operations of the company were being expanded. 

While technically the Connecticut condemnation and 
restraint w*s directly limited to the single machine which 
had been seized, defendant plainly understood that the Diapulse 
company and its chief officers, personally, were amenable to 
criminal sanctions should Diapulse continue to sell or lease 
its product with similar labeling. 

It was no doubt fear of Guch penalization which prompted 
Ross in his affidavit to limit his opposition to a denial of 
"the impression" which the government sought to create "that 
the defendant shipped the machines to Illinois, Portland, Oregon 
and Wichita, Kansas, accompanied by literature making some or 
all of the 49 claims as to which the jury in its special 
verdict answered 'yes'." 
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.-.poke lirit'lly on medical topics in orthodox fashion. The 
Oom l LViMlI:: tuning in one day and hearing l .Ik* M ""' 1 dorl or 
.-.peak of c.iih'iT of the s I oinnch in liuxlu 1 .1 ted Ion*:; and v/illi 
content wholly ninwro mid unexceptionable. Mom*nlr; after 
In' Innl conr1iul.nl, however, 1 lie quack of the il.iy con 1*1 lx- beard 
broadcasting, in the prrjqr.nn immediately following, »he 
lor hi r. particular hoaltli food. Thirs# he Mai;. ml ly |»ror;l a i roe cl 9 
if diligently ingonlod would by dietary imimlio juml.o r.h**o away 
the nasty carcinoma. Tho collocation of programs may have 
boon an innocent one, but their synergistic effort: on 1 ho 
troubled listener was manifest. 

Tills is a crude illustration or bow on*- may 
advertise without seeming to. Whore, as hero, d«> fondant. assorts 
that it can "plug” as therapeutic what has not Ijoo,, literally 
and expressly forbidden, it is clear that, if it is to be per¬ 
mitted to sell its device again, it should concomitantly be 
well supervised and for an extended period be required to 
publicize the adverse findings of the courts as to its product 
and its own contrition at the misinformation it has diffused 
as part of its merchandising in the past. 
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PERMANENT INJUNCTION — JULY 10, 1972 

UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 

UNITED STATES OF AMERICA, 

Plnintif f, 
v. 

DIAPULSE CORPORATION OF 
AMERICA, also known as 
THE DIAPULSE MANUFACTURING 
CORPORATION OF AMERICA, 
a corporation, 

Dofondant. 

In accordance with the Findings of Fact and Conclusions of Law 
heretofore made by this Court on December 8, 1971, and June 9, 1972, 
after trial, it is 

ORDERED, ADJUDGED, AND DECREED as follows* 

I. 

This Court has jurisdiction over the subject matter herein and 
parties hereto, and the Complaint for Injunction states a valid cause of 
action against the defendant under the Federal Food, Drug, and Cosmetic 
Act. 

II. 

^ The Diapulse device referred to in this Injunction is an electro¬ 
magnetic generator similar to conventional medical diathermy but differing 
from it in that its output is pulsed and in that it lacks the energy output 
of conventional medical diathermy. The Diapulse is classified as a dia¬ 
thermy device under the regulations of the Federal Communnications Commission 
and operates on the 27.12 megacycle wave length authorized by the FCC for 
diathermy devices. 

III. 

The defendant, Diapulse Corporation of America, a corporation, 
and each and all of its officers, agents, servants, employees, and repre¬ 
sentatives, and all and any persons in active concert or participation 
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PERMANENT INJUNCTION 


7/18/72 


wil*i it bo mid they are hereby permanently enjolnod under 21 U.S.C. 

332(a) from violating 21 U.S.C. 331(a) and (k) by directly or indirectly 
causing any of tho following acts with respect to articles of device 
known as Diapulse, or any similar articles of device, since such acts 
would result in the device being misbranded within the meaning of 21 
U.S.C. 352(a) and (f)(1)s 

A. Causing to bo introduced or delivered for introduction into 
interstate commorco any of said articles in wholo or in part, assembled 
or unassembled, whlcht 

1. Bears or is accompanied by any item of written, printed, and 
graphic matter, such as leaflets containing directions for use, leaflets 
containing instructions, and warranty brochures, advertising brochures, 
advertising lay-outs, reprints of speeches, and reprints of published 
articles, which contain statements and representations that directly or 
indirectly infer, represent, suggest, or create the impression that said 
articles are adequate and effective in the cure, mitigation, treatment, 
or prevention of disease in man or other animals, or to affect the struc¬ 
ture or any function of the body of man or other animals. 

2. Fails to state in its labeling all of the purposes, conditions, 
and diseases for which said articles are intended for use, and for which 
said articles are represented by any means by said defendant to prospec¬ 
tive dealers, purchasers, renters or lessees; and which also fails to 
state in its labeling the effects of the device on the human body, its 
mode or mechanism of action; route, methods, frequency and duration of 
administration; and any relevant hazards, contraindications, side effects 
and precautions necessary for safe use. 

3. Is intended for delivery to any person whom said defendant has 
good cause to believe does or will represent by any means to prospective 
dealers, purchasers, renters, or lessees of said articles that said articles 
are adequate and effective for the cure, mitigation, treatment or prevention 
of disease in man or other animals, or to affect the structure or any func- 


« 
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tion of the body of man or other animals. 

D. Causing any act to bo done with respect to any of said 
articles while any of said articles are held for sale after shipment in 
interstate commerce, which act results in any of such articles being 
misbranded in any of tho ways specifiod in parts 1,2, and 3 of paragraph 
A above. 

IV. 

Tho defondant, Diapulso Corporation of America, a corporation, 
and oach and all of its officers, agents, sorvants, employees, and 
representatives and all and any persons in actlvo concert or participa¬ 
tion with it be and they aro hereby permanently enjoined from causing 
to be shipped, sold, leased, introduced or delivered for introduction 
into interstate commerce, or otherwise disposed of, any of said articles 
of device known as Diapulse, or any similar articles of device, in whole 
or in part, assembled or unassembled, unless and until the said defendant 
assembles the scientific evidence on which labeling of the device is to 
be based, the defendant prepares the labeling in full conformity with the 
Federal Food, Drug, and Cosmetic Act and regulations thereunder, specifi¬ 
cally 21 CFR 1.106, and the defendant submits such evidence and labeling 
to the Food and Drug Administration and obtains approval thereof in writing. 

"v 

V. 

The defendant, within 30 days from the date of entry of this decree, 
shall give written notice by certified mail, return receipt requested, of 
the provisions of the judgment of this Court by sending a copy of the 
Court’s memorandum decision of June 0, 1972, and a copy of this Permanent 
Injunction, to each and every person known to the defendant to have pur¬ 
chased, leased or have in his possession a Diapulse device, and to tho 
officers, agents, and employees of the defendant and to each and every 
person who has been or is a distributor of the Diapulse device or a sales 
representative for said device, and to all persons now in active concert 
or participation with said defendant, assisting or participating in the sale, 
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promotion, or manufacture of sold dovico, and defendant within 40 days from 
tho dato of entry of this Permanent Injunction, shall advlso plaintiff of 
the name and address of each person no notified, and defendant shall 
ulve said notice of the provisions of this Court's Judgment to all 
persons in tho futuro In active concert or participation with said 
defendant, assisting and participating in the salo, promotion, or 
manufacture of said device or any similar device. 

VI. 

Tho Court retains jurisdiction of this case for the purpose of 
enforcing or modifying this Permanent Injunction, and for the purpose 
of granting such additional relief at the instance of any of the parties 
as may hereafter appear necessary or appropriate. 

VII. 

The plaintiff. United States of America, shall recover from 
defendant the costs of this action, to be taxed by the Clerk of the 
Court. 

DATED* Brooklyn, New York 



UNITED STATES DISTRICT JUDGE 
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} UNITED STATES DISTRICT COURT 
i EASTERN DISTRICT OF NEW YORK 


UNITED STATES 0? AMERICA, 

- against - 

DIAPULSE CORPORATION OF 
AMERICA, et al.. 

Defendants. 


Appearances: 


MEMORANDUM, DOOLING, J. , INCORPORATING 
FINDINGS OF FACT AND ORDER, 5/7/74 

r* • i 1 

l*' * - \ ... 

|n' ' ' j ' 

u. s n':v. :sr cc- •• • 

21 . ~ ' 

DISTRICT COURT * MAY 't 1374 

ICT OF NEW YORK 

- -- x j;;.:; AM. 

: 73‘'GR •973"“ 

OF AMERICA, 

: 68 C 391 

against - 

: MEMORANDUM 

DRATION OF INCORPORATING FINDINGS 

*-•> : of FACT and ORDER 


CYRIL HYMAN, Esq., and FORREST PATTERSON, Esq., 
(EDWARD JOHN BOYD V., Esq., United States Attorney 
of Counsel) 

For the Government 

COPAL MINTZ, Esq. ! 

For Defendants 

DOOLING, D. J. 

The present proceeding was initiated by an Order to 
Show Cause of August 1, 1973 (filed August 3, 1973) why Diapulse 
Corporation of America, DCA Leasing Corp., Jesse R >ss and 
Bernard 0. Siler, should not be punished for contempt for dis¬ 
obeying the preliminary injunction in the civil action (which 
had been affirmed by the Court of Appeals) by sending from 
New Hyde Park to Las Vegas, consigned to Jesse Ross, President 
of Diapulse and of DCA, an article of device labeled P/EmF and 
for violating the final injunction entered July 15, 1972, by 
sending to Robert Zimmerman of Zimmerman Medical Equipment, 

Iric., and Doctors Coordinate, Ltd., on July 19, and on July 25, 
from New Hyde Park to Pacatonica, Illinois, P/EmF Modification 
Kits; by sending to Melvin C. Appel of Professional Electronics 
Inc., in Portland, Oregon from New Hyde Park, such a P/Sr? 
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Modification Kit; by sending to Gilbert Cook (Gil Cook X-Ray 

j 7 *• 

j C °* ) in Tampa ’ Florida such a P/EmF Modification Kit; and by 

; sending on or about August 2, 1972 to Joseph R. Groves of 

j Medical Equipment Company in Roanoke, Virginia from New !' 

; Park, several P/Eu? Modification Kits; and by sending liter- 

j ature respecting Diapulse from New Hyde Park to Campbell 

| Soup Co. in Chicago, Illinois, while Campbell Soup had in its 

possession a Diapulse article of device. 

There is no genuine controversy about what the 
defendant Diapulse and the individual defendants and DCA did. 
The P/Em? labeled device was, of course, sent from New Hyde 
Park to Las Vegas for display at a convention or conference 
of the American Physical Thdrapy Association; it was sent 
after the preliminary injunction had been affirmed in the earlr 
part of June 1972, and it was returned to New Hyde Park after 
the convention ended in June 1972, both shipments being made 
while the preliminary injunction was in full force and effect 
and before the final injunction had been entered. The pre¬ 
liminary injunction forbade the introduction into Interstate 
| Conn “ rce of ” an y of said Diapulse devices, assembled or un- 
I assembled" and "Diapulse Devices" are inferentially defined 
: as those "suostantially ident£al" with the Diapulse Device, 
j| the propriety of the seizure of which by the government was 
j Jdju Heated in the earlier Connecticut action. See 269 F.Supp 

j, o2, 339 F. 2d 612, c^riurari denied . 392 U.S. 907. 

I 

:! 

After the issuance of the final injunction f«,r,a 3 „ c | 
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DCA Leasing Corp., a wholly owned subsidiary of Diapulse, 
having common officers and control, shipped 297 of the P/En? 
Modification Kits to purchasers within the United States. 
Fifty-five of these were shipped to Ross Medical Electronics 
in Kensington, Connecticut; 41 to Medical Aid Sales Company 
in Brooklyn, New York; 36 to Doctors Coordinates in Pecatonic, 
Illinois (Robert Zimmerman); 30 to Robert Ford in El Monte, 
California; 24 to Melvin Appel (Professional Electronics, 
Inc.) in Portland, Oregon, and 20 to Gilbert Cook at Gil Cook 
X-ray Company in Tampa, Florida, with smaller numbers being 
shipped to buyers in other locations. In addition, ! the 
Diapulse Corp. has shipped to foreign countries since the 
date of entry of the final injunction, Diapulse equipment of 
the kind sold in the United States before th=> litigation in 
Connecticut and in New York. 


The principal models of Diapulse equipment that 
had been manufactured and distributed before the litigation 
were identified as D-101, of which 2400 to 2500 had been made 
and sold, for the most part in the United States, and the 
D-102, 2000 to 2500 of which were made and sold principally 
in the United States. Roughly 700 of Diapulse devices in 
all have been made hare and sold abroad. 


The Diapulse device condemned in the Connecticut 
case and dealt with in the temporary and permanent injunctions 
in this Court is classified for Federal Communications Com¬ 
mission type—approval purposes with diathermy devices. It 
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is a short wave, high frequency, electromagnetic device 


operating at ?7.12 megahertz, and is operable from a standard 


117 volt 60 cycle AC 5-1/2 ampere electric current, the kind 


delivered by American utilities to residential and commercial 


oroperties. 


Characteristic of the Diapulse device is that its 


electromagnetic energy is pulsed, that is, delivered in very 
short bursts of electrical energy separated by rather wide 


spaces in which no electromagnetic energy is flowing. The 


pulse width or pulse duration in the Diapulse device: was 


65 millionths of a second. That was an unalterable feature 


of the equipment: that at all pulse frequencies the length of 


the individual pulse was the same 65 millionths of a second. 


The Diapulse device had six pulse frequency settings, that is, 
80 pulses per second, 160 p-lses per second and then 300, 400, 


500 and 600 pulses per second. Simple multiplication demon¬ 


strates that the effect of that is that when 80 pulses per 


second were used, ea^u pu’se being 65 millionths of a second 


in duration, the current was actually flowing approximately 
one-half of 17. of the tine, that is, 0.527.. In consequence, 
at 160 pulse3 per second the current would be flowing about 


1. of the time, at 300 pulses a second the current would be 


flowing 1.97. of the time and so on up to 600 pulseo per 


second when the current would be flowing for 3.97, of the time. 


In the Diapulse device of the past, peak power ex- 


pressed in watts during each short burst of power was 975 


— 
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— 


—— 











MEMORANDUM AND ORDER, DOOLING, J., 5/7/74 


5 

vatts. There were on the Diapulse of the past six power *! 

settings; on the machine's control panel power settings were 
treated as "penetration" levels, since it was the teaching of 
the authors of the machine that peak power determined the 
penetration of the electromagnetic effect into the body. The 
six peak power settings were at 293 watts, 390 watts, 488 
watts, 585 watts, 730 watts and 975 watts. Since, as noted, 
the device deliveredcurrent for as little as one-half of 17. 
of the time at 80 pulses per second and at 3.97. of the time 
at 600 pulses a second, the average power output was radically 
lower than the peak power. Indeed, at the lowesc penetration 
setting and the lowest pulse frequency setting the average 
watts of output power was 1.52 watts; at the highest pene¬ 
tration and pulse rate settings the output was 38 watts. 

The electromagnetic energy emanating from the device 
was delivered to the perse under treatment through an appli¬ 
cator or treatment head roughly the shape of a kettle drum; 
the operative part of the treatment head was an induction coil 
comprising & number of concentric turns of heavy, banded con¬ 
ductor. The treatment head functioned by inducing a flow of 
current in the tissues at depth; that is, the device operated 
by induction. The Diapulse device inevitably produced heat 
at depth, but not in any therapeutically significant amount; 
indeed, the onlj indication is that at its highest settings at 

| 

| the end of 20 minutes it could result in an increase in local 

t 

i tissue temperature from normal to 10l-l/2°F. 

t 

ij 

I. 

r 

| 

p 

i> 
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I 

| 

6 

"'r 1 '* device was over the years pres anted 
aggressively as an electromagnetic therapeutic device. It was, 

I 

j explicitly, not for heat therapy. On the contrary, it was 
for electromagnetic therapy, and was originally presented as 
essentially athermal, and it was only reluctantly conceded 
that it produced some local increase in temperature within the 
human tissue at depth, the extant of any such increase in 
temperature being a function of the capacity of the circulation 
of body fluids in the tissues to attemperate the inevitable 
evolution of heat by the flow of electromagnetic energy in 
the tissue. Defendants have not accepted the view that any 
physiological effects claimed for Diapulse treatment ere due 
to the mild elevation in temperature inseparable from any 
application of electromagnetic energy to human tissue through 
a machine with the characteristics of the Diapulse. Defendant 
Ross, speaking for the companies and himself, was explicit that 
the interest of the group is not in diathermy nor in diathermic 
therapy as such, nor, indeed, in diathermic modalities. The 
insistence of defendant Ross and the corporations for which he 
speaks continues to be on the validity and utility of the use 
of pulsed short-wave, high peak-power, electromagnetic in¬ 
duction as a therapeutic agent, and their long-term interest is 

/ 

in the manufacture or assembly and distribution of medical 
modalities capable of administering such therapy. 
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Defendant-, have continued to encourage and, to an 
extent not disclosed, to lend support to a large number of 

J ra330rc:h P”j«C3, clinical and other, here and abroad; the cvL- 
j dence requires the conclusion that all of these, without ex- 
, caption, are devoted to exploring the physiological effect and 
J therapeutic utility of pulsed electromagnetic therapy of the 
kind which the Diapulse devices D-101 and D-102 are capable 
of supplying and are limited to supplying, and that there are 
no research projects of any Kind devoted to diathermic heat 

therapy which have the support or sponsorship or claim the 
inesrast of defendants. 

1 

It appears that the Diapulse device as recently as 
at the tiae of the Las Vegas convention referred to above, was 

offered for sale in the range of $2,200.00 for each Diapulse 
modality. 

I 

Critically important findings were made by Judge 

Rosling at the time of the issuance of the pnliminary injunction . 

under date of December 18, 1971. and these findings were the 
following: 

o 

» 

_ u 15 ‘ , Th ! Dia P ulse device is claimed 

to be a pulsed electromagnetic generator 

whicn resamol.es a conventional medical dia- ! 

thermy unit but lacks the energy output of 

conventional medical diathermy units. It 

emits its energy in bursts exceeding at such 

points or emission the output of such con- • . 

vtutional unit, and maintains periods o? ra- 

duced emini.n or complete lack of emission 

during intervals between the bursts. The 

turtner claii by defendant is that during ; 

the period of radj-sd output the heat gener- ' 

ated by the .. -so, is dissipated, that thjrs- 

peude effect 1 , echi..ed oy the penetration 
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"of the electromagnetic field of the device 
into the human body, and that the non¬ 
production of heat in consequence of the 
operation and application of the device to 
the human body eliminates the possibility 
of injury to the body from excess heat 
generated. 

Tht evice, has, however, been classi¬ 
fied as _ diathermy unit by the Food and Drug 
Administration, permitted to operate, and 
in fact operating on a wave length authorized 
for comparable diathermy devices, namely, 
27.12 megacycles, and deriving its thera¬ 
peutic value, if any, from the introduction 
of penetrating heat into the human body. 

The determination of the Connecticut 
suit adjudicated the issue respecting the 
functioning of the Diapulse device in favor 
of the Food and Drug Administration, and the 
additional testimony adduced before this 
court served merely to show that there were 
some dissenting views of witnesses based on 
inconclusive results grounded on inadequate 
data and conjectures drawn therefrom, with 
a strong suggestion, at least, that some of 
the witnesses were pseudoexperts who had been 
financially corrupted by defendant by cash 
payments or stock interests in defendant or 
had had their conclusions colored by a heavy 
investment in the device which proved econo¬ 
mically profitable in the practice of the 
medical or dental professions. 

16. In the interstate sale and distri¬ 
bution of the device defendant has utilized 
a great many items of written, printed and 
graphic matter which comprise the labeling 
of the Diapulse device, including leaflets 
containing directions for use, instrjctions, 
warranty and advertising brochures and ad¬ 
vertising layouts, reprints of speeches, and 
reprints or excerpts of reports and published 
articles concerning the Diapulse device or 
implying, by association of the name Diapulse 
with other matter in said documentation, or 
ambiguously, that there was a relationship 
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1 'between the functioning and value of the 
device and therapeutic claims asserted 
in the article or report. 

17. In the promotion of the inter¬ 
state sale and distribution of said Diapulse 
device, the defendant has organized symposia 
sponsored meetings and has had exhibits and 
sales representatives at meetings of phy¬ 
sicians, dentists, and other practitioners 
or alleged practitioners of the healing arts 
to whom representations were made by or in 
behalf of the defendant orally and by labeling 
ss to the mode and mechanism of action of the° 
said Diapulse device and its effectiveness in 
the treatment of disease and in affecting the 
functions and structure of the human body. 

18. The jury, in the Connecticut for- : 
-eiture case against the device, reported in 
addition to its general verdict of misbrand¬ 
ing that the Diapulse device there in contro¬ 
versy was misbranded and misrepresented with 
respect to its therapeutic value in the treat¬ 
ment of 49 diseases, disorders, and conditions 
and that false or misleading claims had been 
made in that regard. Pursuant to the charge 
of the court tha it should select only some 
of the more significant claims as tj which 
interrogatories were propounded by the court 
and report on them alone as to their falsity 
and misleading nature, the jury had left 68 
interrogatories unanswered. 

The 49 affirmative findings became in 
consequence res adjudicata and are binding upon 
this court. Upon close examination, however 
of the list of 49 interrogatories thus 
answered, it is apparent that their scope is 
so broad that they should be construed as 
including in their sweep practically all dis¬ 
orders and conditions which afflict the human 
body or to which it is subject. This conclu¬ 
sion is understandable, for the list is not a 
scientific one which the Government with the 
assistance of qualified medicai experts pre¬ 
pared, and hence one which should be free of 
overlapping or undue vagueness in its glossary.' 
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The findings made in the decision of Decemoer 8, 

l 

1971, were reincorporated in the Court's decision granting 

the final injunction dated June S, 1972, and filed June 12 
j * 

19 72. One further finding made in. the preliminary injunction 
decision and carried forward to the date of the final in¬ 
junction is the following: 

"A panoptic view of the proof before this 
court persuades it (1) that defendant in the 
sale or other disposition of the device con¬ 
tinues to make claims respecting its thera¬ 
peutic value which were adjudicated false 
in the Connecticut suit; (2) that defendant 
has failed and continues to fail to disclose 
in its literature that there is at least a 
very substantial body of medical and scienti¬ 
fic opinion which is in complete disagreement 
with the claims made by defendant concerning 
the therapeutic efficacy of the Diapulse de- 
vice, (3) that it has not discontinued its 
substantial sales, leasing, and other dis¬ 
position of the device in interstate commerce; 

(4) that no proof on defendant's part is in 
prospect which may reasonably, when and if 
introduced, be expected to alter the court's 
findings as herein set forth; (5) that this 
court is not a pharmaceutical house with ex¬ 
pertise to delineate the outer limits of claims 
of therapeutic value of the device and the 
scientific basis for such claims with the 
exactitude _"equired in a complex judgment 
unless it is aided by the processing of the 
device by the Food and Drug Administration; 

(6) nor is it, until these claims have been 
thus delineated and evaluated by said body, in 
a position to give directions for publicity 
by the defendant which will not only inform 
the public as to what, if anything, the machine 
is capable of, but will have the effect of 
enlightening the public a3 to the generally 
held views of science to the contrary of the 
company's claims and of cancelling out the 
influence, based on misbranding and misrepre¬ 
sentation, of literature heretofore circulated 
by defendant." 
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I 


The circuitry of the Diapulse D-101 and Diapulse 

!i „„ 

jj ^-102 is shown in Exhibit 30 at pages 12-13 (for Model D-101) 

|j and in Exhibit 32 (the centerfold pages, 12-13). In each of 

ji 

• tnase schematic circuit portrayals, in the upper panel, 
j laoeied RF-CHASSIS, the portion on page 12 of Exhibit 30, 

| and the left hand page of the centerfold page in Exhibit 32, 

j 1 

j! tnere is a capacitor marked "C41", which aooears very near 

| 

the bottom of the upper panel of the two panel drawing below 

the assembly marked "Multivibrator". That capacitor is 

iaentif_ed as a 5o00 pf multivibrator feedback caoacitor 

‘ 

It is directly related to the pulse frequency range of the 
Diapulse 101 3nd 102 modalities. See Exhibit 30 at page 24, 
part No. BP2352; Exhibit 32, page 23, part No. BP2352. 

As noted above, the treatment head of the Diapulse 

i 

device is in effect an induction coil and the inner diameter 

of the coil is in the order of five inches. Yet it is used 

both for local application, as for example treatment of 

otitis media, and for a wholly different kind of application: 

that is, application over the liver and adrenal glandular 
[ i 

|j regions where it is claimed to function to stimulate body 

j systems broadly, and by such stimulative reinforcement of 

j, ! 

ji natural curative processes of the body, to ameliorate con- 

• { 

I i 

ditions arfecting remote parts of the body, including the toes. ! 

; • 

i 

While the government has seized a number of Diapulse ! 

I . ! 

i un*-ts for condemnation, from the possession of practitior.^-s 
j' where used, after shipment in interstate commerce, in 
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are aaequare ana errective ior tne cure, mitigation, treatment or prevention 


of disease in man or other animals, or to affect the structure or any func- 


MM 
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allegedly therapeutic treatment of disease conditions, by far 


the greater number of the Diapulse machines sold and de¬ 


livered in this country remain in the hands of the institu¬ 


tions and practitioners, including chiropractors and masseurs 


as well as medical doctors and physical therapists, who used 


them as therapeutic devices before the injunctions in the 


present case.. Although there is no contention that defen¬ 


dants have failed to comply with the nailing and notice re¬ 


quirements of Paragraph V of the permanent injunction, the 


evidence indicates that the possessors of the devices still 


have in their possession the Diapulse literature with its 


elaborate teachings of the electromagnetic therapeutic treat¬ 


ment. 


Before the entry of the final decree in the present 


case and as early substantially as the date of the rendition 


of the final decision in the present case, defendants evolved 


the concept of the P/EmF. That concept was to provide a 


relatively inexpensive means of converting the Diapulse 


machine to a machine to be called P/EmF which would have an 


extended range" of application in the sense that it would 


nave an additional range of pulse frequencies extending from 
about 600 pulses per second to approximately 2800 pulses per 


second and would have an increase in maximum peak power from 


945 to 2153 watts. The converted device would, in all of 


its principal operating parts, including the treatment head. 


be the Diapulse device. It would -ontinue to be a pulsed 


——— 

■ Ml ■ i 
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or participation with said defendant, assistin'^ or participating in the sale, 
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electromagnetic modality operating with short wave high fre¬ 
quency at 27.12 megahertz, using an input voltage of 117 
volts at 60 cycles alternating current and 5-1/2 amperes. The! 
duration of each pulse would as before be 65 millionthr of a 
second at every pulse-frequency level. The difference would 
be the introduction of a higher power range, between 945 watts 
and 2153 watts and the higher pulse frequency range from a 
top frequency of 600 pulses per second to a top frequency of 
approximately 2800 pulses per second. The extended range of 
pulse frequency would, however, to some extent be offset by 
a compensating reduction in the available peak power, the 
highest peak power being available onltf at the lowest pulse 
frequency setting and the lowest peak power being available 
at the highest pulse setting only. The annexed Tables A and 
B show the contrasting peak power, average power, pulse fre¬ 
quency and "duty cycles" of the two devices. 

The P/Em7 conversion kit included a "relay" and a 
ralay mounting socket and an example of these is contained in 
Exhibit 21: the "relay" is the device enclosed in the clear 
1 1 plastic enclosure, an%. the "mounting socket" with the tabs 
numbered at the base of each tab on the mounting socket is the 
whit a plastic body that mates with the prongs and scraw at the 
jj base of the ralay. Also included in the kit was a 750 PF 
j' capacitor, and this is identifiaola in Exhibit 21 as the 

II 

ii 

I 
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[ small yellow pill-like disc with two wires extending from it 
• which is marked "X5F, RMC, JL750, 10/',". With each modifi- 
cation kit DCA Leasing Corporation Gant to the consignee a 

i ° 

i letter enclosing a sheaf of papers typified by Exhibits 25 

i 

i (addressed to Gilbert Coo!<) y Exhibit 41 (addressed to Melvin 

| 

C. Appel, Professional Electronics, Inc .\ Exhibit 61 (shipped 

I 

to Zimmerman and by his organization given to Gerald *« Rodger 
at the time his Diapulse machine was exchanged for a P/EaF 
machine in July of 1972), and Exhibit 31, first pages (as oo- 

'l'' 

tained by FDA). Among the pages included in the sheaf in each 
case is one page entitled "EXTENDED RANGE FOR RF CHASSIS 
MODIFICATION PROCEDURE" and Paragraphs numbered 4, 5 and 6 on 
this page of instructions cover the single critical change 
in the entire modification kit approach. With the aid of 
"RF Chassis Component Location" sheets 5 and 7 and other 
sheets, it will be seen that the capacitor C41 is cut out of 
its old location and is tranferred to two terminals of the 
newly installed relay socket and relay, and that the new 
750 PF Capacitor is installed, between two of the other ter- 
: minals on the relay socket (the terminal lugs used are 2, 3, 

I! 

6 and 7). The new relay makes it possible either to switch 
the 5500 PF capacitor into the circuit, retaining the capa- 
| bility to control the pulse repetition frequency from 80 to 
|j 600 pulses, or alternatively to switch the new 750 ?? capacito 

|i 

ji into tne circuit, making available a range of pulse frequencie 


!! 

,1 

I! 
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rrotn around 600 to approximately 2300 pulses par second. 

• Both capacitors are stock items obtainable in comr.ercial 
j; olectronic supply sources. Tha rest of the materials in the 
. kit have subsidiary and somewhat mechanical roles connected 
:j With the elilBinaC ion of the watt meter that appeared at the 1« 
; of the Diapulse panel and which was parasitic and not Integra] 
j C ° the circuit ry of the Diapulse machine, the installation 
jj of the switch at the far left of the panel for switching 
between the two pathways furnished by the relay between the 
750 PF path and the 5600 PF path, and accompanying panel 
lights to show which path was in use, etc. While the peak 
j power of the device was materially 4-- -—[-»!,f I. j. 

' frora 975 watts to 2153 watts, that change did not 

require the introduction of any new major component, or the 
substitution of any new component for an old major component. 

The evidence concerning the operating characterist¬ 
ics of the Diapulse as modified, when used in the range of 
89 to 600 pulsations per second, is not altogether satisfact¬ 
ory; however, the preponderance of evidence is that use of 
tne modification kits as sent out in June, July and the first 
P*rt of August 1972, in accordance with the accompanying in- ' 
structions, gave the modified Diapulse devices a design out¬ 
put, as P/lraF devices, when operating at 80 to 600 pulse fre¬ 
quency, identical with that of the Diapulse D-101 and D-102. 

AC tne hi S her range of around 600 to around 2300 pulsations 
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?ar second, (except in the case of the Appel device which was 
deliberately retuned to substitute an 80 millionths of a 
second pulse length) the peak average wattage at highest set- 
! cin 3 would be in approximately the range of 90 watts. T^e d® 

i ‘ w 

; vice tested at the Federal Communications Commission was a 
little higher in pulse frequencies at each setting. It had 
come from Gilbert Cook in Tampa and was modified from a Dia- 
pulse under the direction of Robert E. Byrum. The "P/EmF" 
as thus produced in accordance with the installation instruc¬ 
tions sent out by DCA Leasing Corporation duplicated in every 
particular the capability of a Diapulse device of the D-101 
and D-102 kinds. Any possessor of a P/EmF device produced 
chrough the use of the modification kit to modify a Diapulse 
D-101 or D-102 who had theretofore used a Diapulse device for 
experimentation, test, or as a therapeutic instrument, could 
use the P/EmF device exactly as he had used the Diapulse de¬ 
vice without any change whatever in procedures. If he did not 
use the 7-12 range that made available pulse frequencies from 
600 to 2800 pulses per second, there was no difference what¬ 
ever in the utility and capability of the machine. Use of the 
P/EmF in the setting 7-12, 600 to 2300 pulses per second, 
range increased average wattage from the peak of aoout 38 

| • vatcs in tha lower, 6-12 range to a peak of 90 or 100 watts at 

j 

| the higher settings, 7-12, of the device. Nothing in any of 
j the literature sent out with the modification kits for use in 
|j connection with the Diapulse davi s as modified distinguished 
j|, any point at which a difference in operating characteristics 

i; 
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I trorn the older Diapulse machine took effect, and nothing in 
j! /Jn> ' ° f tha -^erat.ra made any specific recommendation about 
| che settings at which treatment for tha various conditions 
j S3ld t0 be trea Cable by the device should be treated. The 
!j ° nly SUid3 su S3 a3C -d was the patient's response to a sensa- 
| cion of increased temperature. To a convinced usar of 
Diapulse, in consequence, the effect of the modification 
would simply be to enaole him to resume treatment just as be¬ 
fore with the unmodified Diapulse under the impression that 
he had, possibly, now in his possession a device which had 
not been disapproved by the FDA or by any Court. 

The four page P/EmF brochure distributed with the 
modification kits is phrased exclusively in terms of heat 
treatment through use of high frequency diathermic currents 
locally applied to heat superficial and deep tissues. How¬ 
ever, while noting that, “The beneficial effects of diathermy 
are derived solely on the basis of heat produced," the bro¬ 
chure makes it plain - in a legend just under the table of 
physical conditions for which the apparatus may be used - 
that the converted unit will produce only enough heat to 
raise the temperature of deep muscle tissue 2 inches below 
the surface of the mid-thigh from 93.6°F to 104°F in an 
average time of less than 15 minutes with tha switch in "up" 
position and ioth the penetration and pulse frequency dialed 
to their highest settings of 12 and 6. That is, the users of 
the Diapulse device (and the modification kits were necessari¬ 
ly addressed exclusively to owners and users of existing 
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ij Diapulse machines) were at once warned that the hate effect, 
the diathermic effect, was characteristic only of the e::- 
•! tended range Introduced at pulse frequencies from 600 to 

I; 

!| 2o03, and that the device delivered the characteristic 

! Diapulse treatments as illustrated in Exhibits 50, 51 and 52, 
issued in 1965 and 195^ unless the new switch was flipped up / 
through use of the device at 80 a 600 pulses par second. 


The Diapulse brochures of 1963 and 1969, Ey.ty.bits 
50, 51 and 52, emphasize the idea that clinical and experi- 
mental studies showed chat many of the effects of high fre¬ 
quency energy "are due to electromagnetic effects other than 
hea t. DIAPULSE was developed to take advantage of this im¬ 
portant finding, ar.d to increase the range of application of 
this valuable new form of therapy." (See Exhibit 52.) The 
same brochure emphasized that the time lapse between electrons 
netic impulses gave "ample time for dissipation of any heat 

ji 

which may be produced by the energy burst" permitting deep 
penetration of high intensity "with no significant rise in 
temperature, either locally or systemically." The brochure 
It asserts that when applied over the epigastric area (roughly 

Ij 

j, ..rontally at the approximate top of the abdomen, see Exhibit 
{: 50) "DIAPULSE therapy is capable of increasing peripheral bloo 
!: iow without hyperpyrexia" (Exhibit 52). Similarly, Exhibit 
i; ol of 1963 emphasized the Diapulsj ns emitting "pulsations cf 

j'high intensity electromagnetic energy designed to accelerate 

ii 

healing without danger of hyperpyrexia or overheating 
||or tissue," permitting "deep penetration without anv sizni- 

|l ficant increase in temperature either locally or systemically 

ii 
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Tna brochure accompanying P/EmF su/gested nine 


| therapeutic uses of the modified device. Three of these had 


affirmatively been found by the jury in the Connecticut case 


to be false or misleading representations contributing to the 
finding of misoranding. The P/Sm? brochure lists osteo¬ 


arthritis as one condition for which "diathermy is useful" 


and osteoartnritis was a condition for which the jury found 


mat a false claim was made for Diapulse. The P/EmsF brochure 


lists "peripheral vascular disease" and states that for 


patients having an occlusive arterial disease it might be ad¬ 


visable to apply diathermy to the upper portion of the thighs, 


etc. The Connecticut jury had found the Diapulse falsely or 


misleadingly branded in cloning efficaciousness for treatment 


of occlusive vascular disease and peripheral vascular insuffi- 


ciency. The P/EraF brochure lists otitis media as an infection 


for which patients could occasionally obtain relief by heat 


applications. The Connecticut jury had found the Diapulse 


device also misleading in its claim to relieve otitis media 


and ear conditions, 


Reference to the charge in the Connecticut case, to 
me exceptions taken to the charge, and to the request for 
supplementary charge show that the jury's responses to the 


j: question whether false or misleading statements were made with 


respect to some 121 different conditions were given in the 
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j understanding that a general verdict of misbranding would 

! oa found it even one misleading or raise statement was in- 

! 

| eluded in the br-'-diy defined '’labeling" of the seized Diaoul; 

I 

j d3vlce * Th - 'f^urt did not require the jury to pass on ail 
121 listed ailments or conditions; the Court requested the 
jury to answer "yes" as to those ailments or conditions about 
which the jury was unanimous in finding that a false 
misleading claim had been made. The Court explicitly refused 
to have the jury write -the word "no" next to those conditions 
which in their unanimous opinion were not misrepresented, 
tnat is, conditions aoout which efficacy-claims were made^the 
claims art# were neither false nor misleading. Hence, the 
jury s verdict affirmatively and unanimously finds that 
Diapulse had been falsely or misleadingly represented as 
therapeutically useful for each of the 49 particular ailments 
or conditions as to which it answered, "yes"* It made no 
finding that the device had any therapeutic utility as to 
any of the ailments or conditions left blank. 

The jury was authorized to find that a claim was 
false or misleading if it found (a) that a particular claim 
of therapeutic utility was the subject of a difference of 

: opinion among exosrt3 qualified to have an opinion by their 

j training aid experience and (b) that the label 

: w 

-railed to disclose the existence of that difference in 

s . . ^ 

j| opinions. As the Court put it (Tr. 2726-2727) 
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"- :ow « failure to di.jcl. 03 a the existence 
of an honest difference of opinion, as I 
say, might make the opinion axoressed in 
the labelling misleading because you haven't 
told the other dif:.ranee of opinion: 

but tn-s other difference of opinion, in 
order to affect the label, should be a 
materiel weight of opinion contrary to 
what tna label says. . . .if you should 
find that there were any significant studies 
unfavorable to Diapulse and if you should 
^ind that the Diapulse Corporation knew of 
these studies or should have known of them 
and didn't publish them or distribute them 
as part of the labellin., then on that ground 
alone, the labelling was misleading because 
only naif a story is told." 


The brochure accompanying P/SmF contained at its 

third page following the listing of the "Operating Procedures' 

a note to procedure No. 3, and its reference to settings 1 

through 6 of the pulse frequency dial. That note read: 

Mote: The F.D.A. and many medical authori¬ 
ties are of the opinion that these lower 
settings are medically useless." 


Whixe there is definite and credible evidence that 
dealers were instructed in connection with the distribution 
of P/c.mF to take up old Diapulse literature from users of 
Diapulse machines when the P/Era? modification kits were used 
to convert their machines or their machines were exchanged for 
converted machines, there is evidence that one dealer at least 
railed to do this in at least one case, and there is little 
evidence that the Instructions were practical or were or could 
o - irried out sy ;tar.af.cally. It is moreover manifest that 
siu-.e tne Diapulse machine had been distributed in large nura- 
' J ' ’ for a number of ,rs before rhe adverse rinding in the 
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uunnecticut case and a flow of Literature to Diapulse users 
s kept up at least into 1969, the mildly unobtrusive foot- 
about c DA and ne^.: eul authority opinion, and the state- 
~- nc 3 about the therapeutic use of heat-diathermy can hardly 
be supposed adequate to efface the effect of defendants' 
systematic indoctrination of Diapulsa "therapists" with the 
schema 1 electromagnetic therapy concept, particularly in view 
o: the practitioners' stake in continuing the use of his 
tnerapeutic method and modality without change. 

Moreover the facts do not warrant putting the ?/Em? 
forward as a diathermic heat-treatment device. 

The evidence is that before the introduction of 
Diapulse there were no pulsed diathermic machines used thera¬ 
peutically for diathermic heat therapy. After the intro¬ 
duction of Diapulse one or several pulsed diathermic heat- 
t-eatment devices did appear, but they remained exceptional 
and not in the main stream of conventional diathermic heat 
treatment devices. In vary general terms, diathermic heat 
therapy devices operate in the range of 100-400 average watts 
and, in general, aim at increasing tissue temperatures at 
depth to the range of 104° to 113.9°F. The Federal Conmunica- 
ui3.i3 Commission has issued something like 300 type— approvals 
idt diathermic devices with power capabilities in the range 
frj.n 3-7 watts to 600 watts. 


Specialists in PhysicaL Medicine and Rehabilitation 

I 

• citjgniae two basic tyoes of heating devices used in heat 
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tr.arapy: thac is, superficial heating devices such as hot 

pads, electric heating pads, heat lamps, hot water or paraffirj 
applications; and deep heating devices, including such de¬ 
vices as short-wave diathermy devices, microwave diathermy 
devices, and ultra-sound devices. The term "diathermic devices 
means devices used as a means of heating tissue deep in the 
body where heat is the indicated therapy. Short-wave and 
microwave diacnermy alike are radio transmitted and produce 
heat in body tissue by induction: they induce a flow of currenjt 
in the body and tissue resistance to the flow of the current 
evolves heat. Ultra-sound utilizes sound wave, and the re¬ 
sistance (or impedance) to the propagation of the sound wave 
in the tissue converts the sound energy into tissue heat. 

The evidence at the trial before Judge Rosling was 
that diathermy was recognized as having specific physiological 
capabilities including; relief of spasm; relief of pain 
apparently by means of induction of nerve action; facilitat¬ 
ing the restoration of resiliency to long immobilized tissue 
(as in fracture cases); increasing the blood flow; increasing 
capillary permeability; increasing the migration of antibodies 
across capillary tissues; increasing the migration of white 
cells to capillary tissues in areas of infection; the removal 
of the by-products of inflammation; change in the visco¬ 
elastic property of tissues; and, broadly, inducing a euphoric 
sense in the patient. The evidence was that the consensus of 
nedical profession was thac the sole therapeutic effect of 
diathermy devices was in their heat producing capacity, and 
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j that the electromagnetic penetration considered independently 

! . « 

I as electromag- 1 etic penetration was wholly without therapeutic 
j value. The evidence was that the heat producing capability 
; of racll ° frequency diathermy was a function of the average 
wattage delivered by the device to the human tissue. It was 
also the evidence that there was no way of determining ex¬ 
ternally and objectively the approoriate dosage for different 
physiological conditions and treatments, and that the therapist 
had to be guided by the heat response of the patient. The 
evidence was that patients have different tolerances for heat. 

(Dr. Silverman apparently supposed that all diathermy 
devices were pulsing devices and in this respect, as the Court 
sought to point out to him, was quite wrong; a reference to 
Exhibit 69, which he drew, shows that he was confusing the 
input current from the household socket, which operates at the 
very low frequency of 60 cycles per second, and was thinking 
of alternating current as a pulsating rather than a continuous 
current. It is not. It is continuous alternating current. 

He thought, too, that half-wave rectification of 60 cycle 
jdomestic current was "pulsed" current. It is not so considered 

| , (u> 

jout is very familiar^rectified current. Neither 60 cycle un- 
|rectified current nor the 60 cycle rectified current is ouised 

|j. _ , _ 

i'Uigh frequency as used in describing the pulsed Diapuise 

mac.i: .-e, and the one ji two other pulsed diathermic devices 

ii ■v 

jl 

,jSa i.<l to function at true diathermic heat therapy vantages. 

•j 

(See Transcript .Tone 14, 197?., pages 51A-7L:.). 
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The elevntior of the temperature of human tissue 
nt depth through sho’-t-wave electromagnetic n?ans takes r>lace| 
over time as the energy is applied .:nd reache; a temperature 
plateau marking the oalence be tween the evolution of heat in 
the tissue and the dissipation of cha induced heat through 
Che circulation of body fluids through tha heat-elevated 
tissues, the hu it itself stimulating an increase in such cir¬ 
culation; a cessation of application of the heat producing 
energy could significantly cool the tissue only over minutes 
of time. Hence, with such a device as tha Diapulsa, even 
operating at only 30 pulsations a second, tha current flows 
for one 65 millionths of a second during aach of 30 pulses a 
second. Each pulse measured from the moment the one 65 
millionths of a second impulse starts to the moment when tha 
next 65 millionths of a second long pulse starts at 30 
pulsations per second would be what i3 called 12.5 milliseconds, 
that is, 12-1/2 thousandths of a second. No significant cool¬ 
ing after a significant elevation in tissue temperature could 
occur within 12-1/2 thousandths of a sacond. If tha pulsa¬ 
tions per second increase to 600 or to 2300 pulsations per 
second, the ratio of tine "on" to tine "off" rising, and tha 
length of each individual "off" tine varying inversely with 
Dulse frequency, tha cooling time would be ever nora sharply 
’uridged as frequency rose, and the oossioility of signifi¬ 
cant cooling would be over more radically excluded. From 
‘his it follows that from the viewpoint of toe heat treatment 
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ssue at depth, the "pulsation" of short-wave high fre- 
:•* electromagnetic energy is significant only as a control 
- average wacn of energy delivered to the tissue over 
hole period of treatment. The pulsation jua pulsation is 
pejtically meaningless and does not function as a means 
ssue cooling between intervals of tissue heating. 


•vhun he and his t 


There is evidence that the use of a conventional 
ermy device and the Diapulse device where each was pro- 
g the same average wattage produced no difference in effec 
a subjects treated and that in consequence it was correct 
nclude that the radically higher peak power interruptedly 
In the Diapulse cavice produced no difference in its ec- 
on the tissues from the effects produced at the same aver 
attage by conventional diathermy devices. There was evi- 
i.n3t_ further work along the same line showed no differer.c? 
i thermal or in the physiological effects of the con- 
jnal diathermy device and the Diapulse device on tissue 
>oth operated at the same average wattage. 


The evidence of Dr. Silverman was that the optimum 
: of energy for therapeutic diathermy would be between 


50 and 100 watts and ha was of the view that some dia- 
equipraent of the conventional sort was caoaola of da- 


r equipment of the conventional sort was capaola of de- 
• n o 200 watts o: average power. Dr. Silverman's range of 
) watts referred,ha explained, to tha amount of electro¬ 
de emanation from the treatment head, and on tha same 
the Diapulse delivered 15 watts at tha traa—ant head 


, Diapulse device tt 
c no physiologj 
was traceable to 
-■- -, even though 
and was equally pr 
to produce the sar 

!! 

electromagnetic ef 
| one produced also 
| that wa 3 the so-ca 


The evi 
that the Diapulse 
is, at the point 
minor fraction of 

j 

thermic machines , 
peutic heat capab 
nil. It was capat 
because of the un; 
in human tissue, t 
verified as flowir 

'I a consequence of i 

;i 

|| he it elevation eff 

!i 

!■ A no pulsed peak po 

i 

ins less from a the 
To the extent that 




DEFENDANT'S MEMORANDUM ON SETTLEMENT 

OF A RESETTLED PERMANENT INJUNCTION 






UM AND ORDER, DOOLING, J., 5/7/74 


21 


2 ch:-jcil a ss is cant "beefed up" the standard 
iau they used. Dr. Silvernan w 33 satisfied 
-cal effect produced by the Diapulse devica 
mything other than its heat producing ef- 
the neat produced was, at most, mild heat, 
oduced by ordinary diathermy device used 
3 heat effect. The only identifiably 
feet produced by the Diapuisa machine was 
by conventional diathermic devices, and 
lied pearl chain effect. 

ance then fairly conducts to the conclusion 
ievice produced at the treatment head, that 
‘ a PPlication to the patient, only a very 
.he wattage produced by conventional dia- 
id that the diathermic, that is, the thera- 
i'-y o.. the Diapulse device was substantially 
e of modest elevation of tissue temperature 
oidable effect of inducing electric current 
t such physiological phenomena as could be 
from the use of the Diapulse device were 
s heat elevating effect, inadequate as thac 
“t was for general therapeutic purposes, 
jr characteristics of the Diapulse were meat) 
ip-u-ic and medical modality ooinc of view. 
:he Diapulse inevitably raised tissue 
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temperature the "off* periods between the pulses of energy 
./ere insufficient in duration for any significant cooling 
f-cc to take place. Hence, neither the high peak power nor 
::ha pulsed nature of the Diapulse kind of electromagnetic 
energy had any therapeutic or medical significance. The 
electronic or electromagnetic capabilities of the Diapulse 
33 a medical modality were bounded tay and limited to the 
instrument's capacity to deliver an average wattage at the 
treatment nead, at the point of it3 application to the human 
oody. Neither pulsation nor peak wattage had any therapeutic 
utility or capability not evinced by conventional diathermic 
macnines capable of producing the same average wattage at the 
point of application to the human body. 

Exhibit \1, descriptive of one form of P/EmF, with a 
rewritten brochure, has not precisely the same characteristics 
as Diapulses modified by the P/EmF conversion kit. Among 
other things it includes directions for the replacement of 
a 15,000 Ohm 2 watt resistor, R61, with a 33,000 Ohm 2 want 
resistor to be connected from the potentiometer or variable 
resistor marked R60 to the chassis, with consequent increase 
3 l average wattage capacity from something in the order of 137 
average watts to something in the order of 165 average watts. 
* n nddltion » the lower range of pulse frequencies, 30-600, has 
user- moditied so than the lowest setting would deliver 3.6 
a vr-age watts and the highest setting in the lower range would 
:e3ivur 56 watts rathe- than the 35-33 watts characteristic of 
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c "' Oiapulse machine which was also, and evidently, the 
design capacity of the lower range of the P/Em? kits s*nr 
out in June, July and August of 1972. The device of Exhibit 
V., tested, however inadequately, for its capacity to raise 
the temperature of human deep muscle, had the capaoility when 
set at its very highest settings (6 and 12) in six of eight 
cases of elevating the deep muscle temperature to points 
between 40°C and 41.1°C; it thus could at its topmost pitch 
or efrort just reach the minimum deep tissue heating require¬ 
ment for classification as an acceptable diathermic apparatus 
under the American Medical Association standard (Exhibit Y). 
The test data in Exhibit W, Tab.VII, report that the initial 
temperatures of the deep muscle at the start of each t 33 t, 
except one, was above the core body temperature of 37°C which 
is normal for humans; the room temperature was 30°. Thera is 
no suggestion that the apparatus could function in the deep 
tissue range of 104 n to 113°F. generally accepted as being 
the therapeutic range of standard diathermic treatment. Of 
the diathermic devices listed in the AMA manual, those which 
give their output in watts (and most of them do r.ot) show 
outputs of 170-225 watts, 350 watts, 445 watts (with air-space 
plates) and 395 watts with hinged drum; all of these data are 
from the very early 1950's. 


It wa3 concluded when the government rested its cas« 


that it would be legal err 


or to submit the case to the jurv. 
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jj connection with the Diapulse devi s as modified distinguished 
jj.anv paint at which a difference in operating characteristics 
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».r_e the jury cuu.J :iot, on the evidence, find beyond a 
ron 3 enable doubt tv.it the shipment of the P/fim? to Las Ve-as 
in June violated the temporary restraining .-jer since its 
prohibition applied '!y, it fairly appeared, to Diapulse de- 
’•ices substantially identical with the one under seizure in 
Connecticut. Similarly, the charges of Paragraphs 6, 7, 8, 

9 and 10, dealing with the shipment of P/En? modification kit 
_t was concluded, could not without error be given to the jur 
to decide since on the evidence it i*as not considered that the 
jury could find beyond a reasonable doubt that the P/EmF kits 
ware "articles of device known as DIAPULSE, or any similar 
articles of device ... in whole or in part,' assembled or 
unassembled," within the required plain meaning of the per¬ 
manent injunction. The charge of Paragraph!! was not support¬ 
ed by evidence from which it would have been possible for the 
jury to find beyond a reasonable doubt that the mailing in¬ 
volved was an act done with respect to an article held for 
sole which resulted in its being misbranded. 

While the shipments of the kits were not of them¬ 
selves shown to constitute criminal contempts that could be 
given to the jury on all of the evidence it must be concluded 
that shipments of the P/Em? kits, and the use of equipment 
c i-verted through use of the kits, constituted evasion and r.ot 
a . '.i i lsn.ee of the strictures of the permanent i njunction and 
it; purpose. The same conclusion must be reached as to kits 
mao* up in conformity to Exhibit W. Both cue kits shipped in 
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CJ tnair hi 8' n ^t settings of 12 and 6. That is, the users of 
- hj Dia?ulse d?v i« (and the modification kits were necessari 
Ly addressed exclusively to owners and users of existing 
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1 June, duly and August of 197'> md -mu i,,• *-, , 

J ^-*3- -IL a*/- on a any xits mode up m accor- 

ji 

.. T,, ii-n Exhibit W, would in no sense bn co—v-^urionai d’e — 

' th ' raic -wdalities of the kind . med ar.d useful in diathermic 
it therapy. On fh? co-crary, kits of either type would 
enole practitioners already learned in the use of Diapulse 
to continue the use of the devices as Diapulse modalities in 
accordance with the teachings of defendant over the years. 

, The addition of an extended range making possible the use of 
| Pul3e frequencies as hign as 2800 pulsations per second and 
137 watts of average power (with peak power at 753 watts at 
that point) does not alter the case. It -ay be that by using 
the device to deliver its greatest average wattage at the 
settings of 12 and 6, the device could, in a room where the 
temperature is 30°, barely reach in six-eighths of the in¬ 
stances of its application the lower edge of the range of tissue 
temperatures at depth at which diathermic heat therapy is ad¬ 
ministered, but that hardly constitutes the articles standard 
diathermic heat-therapeutic devices. They would remain 
characteristically devices essentially designed and suited to 
implement Diapulse therapy, that is, the use of electromagnetic 
induction with minimal increase in tissue temperature as electro¬ 
magnetic therapy accompanied by some unavoidable but unsought- 
! for increase in tissue temperature. 

I 

I 

The present set of proceedings was commenced at the 
i|er.d of l*o5. In the i y»ars that have elapsed since that 

i 

j S3l * uro » iC is apparent from the testimony in the present case 
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the defendants have not recreated from thijr obdurate 
’insistence on pursuing t’nalr own schema of therapy, and that 
'-** -‘liant and its raioonsiole officers hava not at any time 
toutht genuinely to depart from adhorenca to their conviction 
out, rather, have sought repeatedly to induce the Food and 
Drug Administration to authorize activities which paid lip- i 
i " 1 /ice to heat therapy througn the use of electromagnetic 
energy while in reality making it possible to put back into 
service the thousands of Diapulse devices already in existence 
and to ship more such devices with such minimal additions to 
the oy-product heat producing capability of the Diapulse de¬ 
vice as would enable it to pass muster in mild temperature 
diathermic heat therapy while remaining essentially an electro 
magnetic device wnicn, it could always be argued, produced its 
physiological effects, if any, through electromagnetic therapy 
and not through heat therapy. The modality would have re¬ 
mained at all times a pulsed device characterized by having 
its current "on" a minor part of the time (in Exhibit W, 

13.2/, of the time at the highest pulse frequency and one-half 
of 17, of the time at the lowest pulse frequency). The device 
would have very high peak power (ranging up to 2153 watts at 
the lowest pulse and highest "penetration" settings). The 
p.nccitloner would possess this modified instrument and his 

one-sided indoctrination over years of practice with Diapulse 

c'n tiu 

m electromagnetic therapy, based ;Sa» knowledge of the ex¬ 
tensive literature sent him by defendants; the Instrument in 
h > - ,ssession would nave as its major and ineffaceable design 


rvr*nr»kmA\n» • c 1 > n ?\n A MTM ru 
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-r..jrocteristic'J c-i ■ titias that .cad no explanation except 
t - it selective s j i ■::: ji Lity to the p^actici nr electrons /retie 
th.'.:ipy as such v. I i-j contrasted rich diathermic ho at therapy 


At toe .> !• time it must ba recognized that the 
economic wasts^vrll inevitably be implicit in the systematic 
surrender for dast/' .-.ion of all existing Diaoulsa devices 


(except those that can be used 


under proper controls for ex¬ 


perimental purposes by responsible investigators) is desirably 
avoided if that is possible without compromise of the principle 
of the Connecticut decision and of the decision in this Court 
of Judge Rosling. In addition, the defendants are entitled 
to a clear command and the government to a rigorous order so 
that there cannot be any evasion and extirpation is effective. 

It would appear that Paragraph II of the permanent 
injunction should be elaborated and refined so that Section 
III of the decree will have its intended effect. The proposal 
of the government to add a new set of paragraphs, rather than 
to modify the existing paragraphs would present a decree of 
great length and since it would be desirable to have the 
entire decree in a single document for rapidity and ease of 
dissemination and understanding, it would be desirable to 
avoid repetition. Section VIII as suggested by The Government s 
v.jg !Stad Section VIII par. B and par. C appear superficially 
to oa identical with Section III par. A sub pars. I and 2 of 
the present pemn-.m: injunction, and that can ba avoided. 


DEFENDANT'S MEMORANDUM 








DEFENDANT'S MEMORANDUM 










MEMORANDUM AND ORDER, DOOLING, J., 5/7/74 


33 


C;V2r C3nvsrsi °n case ; 1 1 o 3 , subassemblies, Kits, coapDn 3 r.Cs, 
An 3 tru ctions, i.'.o;• Mil 1 s Dr pamphlets. In Section IV, t:.i 
•Drence to 21 C.’\ . i.106 ought probe oly to be claci^ad 
•expanded to ins!:* clear that it covers any device in 
• -Dried Section II, and consideration should be given to the 
matter of requiring defendants to clear any medical modality 
tV.t they desire t, nsor or disseminate in this country, 
it should be understood that the advance clearance requiramenj 
POt norinall y required for devices but is exceptionally 
required in this case and consciously borrows from new drug 
procedures. 


A new section or sections, functioning as did 
oecLion V, should oiiS* in the amended decree and, perhaps, 
Section V can be retired as fully performed and devoid of 
prospective effect. Proposed modifying paragraphs should be 
settled on notice and either party is free to propose appro¬ 
priate language within the limits indicated by the sense of 
tms decision. Ten days notice of settlement is to be given 
to the other side so that there will be ample time to exchan- 

'o'* 

~ de33 b2fore the amendatory language is adopted. The adoption 
o <.ne amendatory language which can appropriately take the 
torn of an amendatory decree should be followed by a resettle¬ 
ment of the entire decree so as physically to incorporate the 
new oterial. 


Paragrap hs .s and X, as proposed by the Government, 
p-esent points of principle as to which the defendants should 
:> .'y be nearu on the settlement of the -/char decree. 
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Specialists in Physical Medicine and Rehabilitation 

l' 

i r.-.j.aiue two basic tvoes of heating devices used in heat 
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It is so TIDSRED. 


tad: Brooklyn, -Turk 

May rj ,1074. 


// , -N .. / 
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. '3 nedical profession was thac the sole therapeutic effect of 
diathermy devices was in their heat producing capacity, and 
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1 FOOTNOTES 

1. Exhibit 67 se ;.v? to be the set of instructions 

sent to Groves in Missouri from New Hyde Parle. 

I 

2. Joe 21 C.F.R. j 1.3 for the propriety of the 
I Court's language. 

ii 
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Pulse 

Frequenc 

:y Dial 


Peak 

"able A - 

dioi - : 

and Averaq 

Diapulse 

DIO?_ 

e Power in Watts 

* 

C m /c 1° 11 

per second at 

1 

2 

3 

4 

5 

6 


80 

1 

293 

390 

433 

585 

780 

975 

1/2 of 1 



1.52 

2.C3 

2.53 

3.04 

4.05 

5.07 w 


160 

2 

293 

390 

433 

535 

780 

975 

1 . 



3.04 

4:05 

3.07 

6.03 

8.1 

10.1 


300 

3 

293 

390 

183 

585 

780 

975 

1.9 



5.7 

7.6 

9.5 

11.4 

15.2 

19 


400 

4 

293 

390 

488 

585 

730 

975 

2.6 



7.6 

10.14 

12.6 

8 35.2 

20.3 

25.3 


500 

5 

293 

390 

488 

585 

780 

975 

3.25 



9.5 

12.65 

15S 

19 

25.3 

31.6 


600 

6 

293 

390 

488 

585 

780 

975 

3.9 



11.4 

15.2 

19 

22.8 

30.4 

38 



''That is, the percentage of each second during which 
the "current" is "flowing" at the pulse frequency shown at the left. 

Each "pulse" is 65 millionths of a second in duration. 

Peak power i3 given in upper line, average power in 
lower line at each pulse frequency setting. 

The device operates at 27.12 megaherz frequency. 

The power source required is 117 volt 60 cycle AC 
current at 5.5 amperes. 






0 


fable 3 - P/d m ? 
R3 2000 
(Exhibit W) 


I re 7 ;ency 

Hal Peak and 

A /eraqe Power 

in Watts 


Cycla" 

it * rco n 1 

at 

1 

2 

3 

4 

5 

6 


SO 

1 

1653 

1730 

1775 

1788 

1846 

2153 

1/2 cjf 1% 



8.6 

9 

9.03 

9.3 

9.6 

11.0 


1 >0 

2 

1451 

1480 

1543 

1586 

1615 

1817 

1 . 04/, 



15.1 

15.4 

16.1 

16.2 

16.8 

18.0 


300 

3 

1358 

1379 

1384 

1400 

1400 

1512 

1.95/. 



26.5 

26.9 

27.0 

27.3 

27.3 

30.9 


•Jjk 

O 

o 

4 

1357 

1349 

1392 

1415 

1423 

1588 

2.6% 



35.3 

35.8 

36.2 

36.8 

37.0 

41.3 


5 00 

5 

1276 

1307 

1326 

1341 

1373 

1516 

3.25% 



41.5 

42.5 

43.1 

43.6 

44.8 

49.3 


600 

6 

1261 

1264 

1282 

1333 

1358 

1487 

3.9% 



49.2 

49.3 

50.0 

52.0 

53.0 

56.0 


500-700- 

7 

1325 

1341 

1356 

1420 

1420 

1461 

3.9% - 10% 



51.7 

52.3 

52.9 

55.4 

55.4 

56.0 

t 

1000 

8 

1186 

1209 

1232 

1255 

1273 

1307 

6.5% 



77.1 

78.6 

80.1 

81.6 

83.1 

85.0 


1500 

9 

985 

1000 

1018 

1034 

1050 

1051 

10.4% 



102.5 

104.1 

105.9 

107.6 

109.3 

109.3 


2100 

10 

827 

852 

866 

879 

893± 

393 

13.65% 



112.9 

116.4 

118.3 

120.1 

121.9 

123.8 


2500 

11 

728 

750 

761 

772 

796 

800 

16.25% 



118.3 

121.9 

123.8 

125.6 

129.4 

131.0 


2300 

12 

659 

669 

700 

710 

732 

753 

18.20% 



120.1 

121.9 

127.5 

131.0 

135.0 

137.2 



*Thnt is, the percentage of each second during which the "current" is 
flowing" at the pulse frequency shown at the left. 

Each "pulse" is 65 millionths of a second in duration. 

Peak power is given in upper line, average power in lower line at 
sach pulse frequency setting. 

The d-n /ice operates at 27.12 megaherz frequency. 

The power source required is 117 volt 60 cycle AC current at 5.5 
i:ope res . 
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DEFENDANT'S MEMORANDUM ON SETTLEMENT 
OF A RESETTLED PERMANENT INJUNCTION 


UNITED STATES DISTRICT COURT 
EASTERN DISTRICT 0? NEW TORIC 


UNITED STATES C? AMERICA, 


-'.wniTia'c- 


Plaintiff, 


Civil Mo. 63-C-391 


DIAPC 2 CORPORATION 07 AMERICA, 
also known as THE PULSE I-AMU- 
FACTUTUHO CCRPCRATICN C? AMERICA, 
a ccrporation. 

Defendant. 


DETENDAIiT’S liEMCRAITDUM ON SETTLE!£2NT 
O? A RESETTLED PERMANENT HUtEiCTICN 

I 

'■nj ??.aintif f * s G t deniasicn 

The 12-page "Pertument Injunction'* proposed by 

the plaintiff appears to have "been drawn with the view 

/ 

of thereby putting Cha defendant out of bu3ina33 - 

despite this Court*a statement in its Memorandoa and 

Order of January 29, 1974 (at p.9): 

1 ’Nothing on cj.rth, of course, cculd prevent ue- 
fcradonca from making and marketing a convention¬ 
al diathermy machine 

and despite this Court’s statement in its '!acor<xncus of 
lay 7, 1974 (at ?.33): 

0 



With respect to the provision of the permanent injunction cur- 
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"... it must be recognized that tha economic 
■wastethat will Inevitably be implicit in the 
systematic carmen- * for destruction of all 
existing Diapulce ..evicea (except those that 
can be used under proper controls for experi¬ 
mental purposes by responsible investigators) 
in desirably avoided if that is possible 
without compromise of tha principle of tha 
Connecticut decision and of the decision in 
this Court of Judge Rosling. ..." 


Indeed, plaintiff goes further and aeek 3 to have 
this Court add an interdicCment of shipment abroad. It 
seek to achieve that by having, in it3 proposed Section 
11(A), the "term 'interstate commerce' " defined, for 
"the purposes of thi3 Injunction", as "commerce between 
any State or Territory or any place outside theraof 
Provided, that tha provision of 21 U.S.C. 331 shall not 
be construed to exempt any Article of Device Diapulse 
from any of the restraints of thi3 Injunction". That 
is proposed despite the expras 3 exclusion, in and by 
section 331 ,from the Food and Drug Act of devices "in¬ 
tended for export" if such device "(1) accords to the 
spec ificatiora of the foreign purchaser, (2) 13 not in 
conflict :rlth the laws of the councry to which it is in¬ 
tended for export, and (3) I3 labeled on the outside of 
the shipping package to chow that it is intended for ex¬ 
port"; and even though the "jurisdiction" of this Court, 
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fZfli/H MINIMF.lv I S 

watts and t .12 highest 
56 watts rathe- than 


p-i r, p-H j tvM wuun „ 

setting in tria 
the 35-33 watts 


lower ran^e would 
characteristic of 


92A 


DEFENDANT'S MEMORANDUM 

under 21 U.S.C. 332, is limited to "restrain violations 
of Section 331 ..." of Title 21. 

Plaintiff’a submission also aims to defeat this 
Court * a c-val concern - indicated in the passage quo tod 
above from page 33 of the memorandum of May 7, 1974 - 
that thera should lie due opportunity for present pos¬ 
sessor of Diapulses to have then converted to diacharmy 
modalities and that unconverted Diapulses should be 
available "for experimental purposes by responsible in¬ 
vestigators". Plaintiff 3eek3 Co accomplish such defeat 
by circumscribing each of those authorisations with such 
onerous restrictions, including PDA advance approval, as 
to render the authorizations inoperative. 

In addition, the plaintiff proposes the imposi¬ 
tion upon the defendant of continuous FDA "free access" 
to every of it3 "offices, plants, factories, r-srekouses, 
storage facilities, or other ostablishcent3" and full 
opportunity during all working hours to inspect and copy 
and photograph "all pertinent equipment, finished and 
unfinished materials, containers, and labeling ... 
records, files, papers, processes and facilities bear¬ 
ing on whether any articles of device have been or are 
being ranuxacturad, processed, packed, transported, or 
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, that it would bo legal error to submit the case to the jury, 
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hald in such place". What provisions in the Food and 
Dru^ Act envision, contemplate and authorize ouch a 
perpetual continuous surveillance, oeige, occupation 
and oearch of defendant*s private premises and its pri¬ 
vate property? 

II 

Defendant 1 ,*? Submission 

Defendant, on the other hand, oufcrait 3 a simple, 
brief (yet comprehensive) and clearly understandable 
proposed resettled permanent injunction which, it is 
submitted, carries out in full the " sense of [this 
Court's] decision" of May 7, 1974. la explanation of 
the reasons for what defendant’s submission contains 
and wnafc it omits, the following i 3 offered. 

By proscribing introduction or delivery into 
interstate cormerce of 

"any short-wave, high frequency, electro¬ 
magnetic modality or device - in whole or 
in part, assembled or \tna33ernblad - for 
use crn human being3, made or adaptable to 
radiata pulsed abort-wavs, high frequency, 
electro-magnetic energy" 

unias3 it has the capabilities therein described and 
unless It Is accompanied by tha labeling therein stip¬ 
ulated, further definition is rendered unnecessary. 
Thereby Dlnouise is unmistakably, completely and 


% 
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unconditionally barred from inter state cctnreerce as is 
every ocher device that does not have the capabilities 
and labeling or conventional diathermy. 

The specification suggested by the Court on 
page 34 of its memorandum of May 7, 1974 that "peak 
power available at any setting of the device does not 
exceed twice the available wattage at such setting" is 
emitted for the following reasons: (i) It is not 
possible to effect such a change in the existing Dia- 
pul 3 ea; thus inclusion of that specification would pre¬ 
clude conversion of those devices, (ii) That limita¬ 
tion is imneceasary since "average wattage" is the gov¬ 
erning factor and the required average wattage is assured 
by the proposed requirements (a) and (b). (iii) If the 
reason for the limitation be an apprehension that thera¬ 
pists may prefer a nodality with a high rata of pulsa¬ 
tion in the belief that .r/en though there 13 no accepted 
scientific evidence that the pulsation has any thera¬ 
peutic effect, nothing ia lost from the pulsation and 
something nay he gained, wa ash: what o'A])eccion can 
there be to action on that basis if the therapist chooses 
to co act, './hat harm coraea therefrom? (iv) Moreover, 
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we 112 : 3 a that the defendant should not be prohibited from 
marketing a highly pulsed diathermy modality when compe¬ 
titor,! n:a not impeded from so doing ? For example, the 
Ilagnathera range is from 700 to 7,000 pulsations per cec- 
ond und tha range of Elned's Ultramat Dual pulsation is 
frore to , and Mark VII ‘Thematic from 80 to 2,600. 
Ila 3 tha FDA taken any action against either of those? 

Does it intend to? If not, why should defendant jo dis¬ 
criminated against? 

Frovi 3 ton for advance clearance or approval by 
FDA is emitted because the provision of an absolute bar 
of interstate shipment of modalities that do not fully 
comply with the proposed vary explicit specifications 

laava 3 nothing for FDA to pass on. Any interstate ship- 

» 

went by the defendant that does not fully comply xjith 
every specification xrould constitute a contempt of 
court, in addition to being subject to ceizura and the 
other sanctions provided for by statuta. Hence, the 
public needs no further protection. On the other hand, 
the requirement of advance clearance and approval by the 
FDA is likely to result in a frustration of the Court's 
intent to provide even-handed justice; this oeems a fair 
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deduction from tha nature and content of plaintiff’s 
submission and the o«i.-mts reflected thereby. • 

In support of the foregoing, va emphasize that 
the -moe of the proposed Resettled Permanent Injunc¬ 
tion submitted by the defendant 13 radically different 
•Jrom that of the present July 1972 judgment. That 
judgment dealt vith and related to ^thermal Diopulae 
ast distinguished from thermal diathermy; vhereaa de¬ 
fendant’s submission totally "barn Din pulse and author¬ 
izes only diathermy r .*ith It 3 conventional labeling. 
Diaeulsa, in the adjudged circumstances, required 
special labeling jitstiriad by scientific research yet 
to b*t conducted. For that reason submission to and ap¬ 
proval by FCA vms retjuired by tha Court. ITone of that 
applies to tha modalities to vhich the proposed ?.a- 
r jttled Judgment v.vuld limit the defendant, the label¬ 
ling of vhich Is conrnonpi^ace end the essentials of 

A 

vhich are set forth in Section 11(c) of the proposed 

A 

resettled jud^paent. Limitation of the defendant to 
tha ocnynonplaca and custernary eliminates .my need for 
placing defendant under restraints and requirement 3 
vhich Congress intentionally and deliberately refused 
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to authorize for devices. 

In respect to proposed Section III, defendant 
sucmli.3 that the suggested provisions are necessary to 
tnake clear both to the IDA and the defendant what is pro¬ 
hibited and wnat is not prohibited, especially since the 
jDA in its submission seeks e:<pllcit provisions to the 
contrary of wnat the law provides. 

The defendant's submission reflects defendant '3 
abandonment of all hope of ever convincing FDA that high 
pulsation ha3 therapeutic efficacy. That, of course, i 3 
no -oaaon tor hamstringing further legitimate research. 

al 

STSA'a obdurate close-mindadne33 on the nubjact and it 3 
xj.ung efforts, here and abroad, to discourage and 
disparage such research, defendant submits, yhould r.ot 
ba assisted by judicial decree. If anything, FDA should 
judicially acjmoni3hed against such conduct. As far a 3 
the defendant is concerned, if and when scientific medical 
research .md experimentation decisively ‘/indicates defend¬ 
ant's faith, defendant oxpects to look to the Court for ap¬ 
propriate relief from the injunction. Until then, defendant 
is genuinely resigned to abstain ccrcplately and absolutely 
xrcra interstate marketing of any athermal short -wave 
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therapy device or vith athermai cXa:hn3. it i.3 in that 
spirit rind to that end that defendant submits tha accoa 
paying proposed "Haaettled Pamanent in junction". 


Respectfully rjubralttad. 


copal mints 

Attorney for Lorendant 


June 21, 1974. 
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|! Pwaant points of principle as to which the defendants should 
jj ■’ '* ' Je nearvi jn the settlement of the ..other decree. 
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GOVERNMENT'S MEMORANDUM IN SUPPORT OF 
ITS PROPOSED PERMANENT INJUNCTION AND 
IN OPPOSITION TO DEFENDANT'S PROPOSAL 

UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 
_X 

UNITED STATES OF AMERICA, S 

Plaintiff, ! 

v. : 

DIAPULSE CORPORATION OF AMERICA, : 

also known as THE DIAPULSE MANU¬ 
FACTURING CORPORATION OF AMERICA, : 
a corporation. 

Defendant. 

• _X 

I 

STATEMENT 

This la a civil action for injunction under the provisions of 
the Federal Food, Drug, and Cosmetic Act. The defendant is the Dla- 
pulse Corporation of America, a Delaware corporation, having its 

principle place of business at New Hyde Park, New York. On July ^8, 

I 

1972, an order of permanent injunction was entered prohibiting the 
defendant from, among other things, causing the Diapulse device or 
any similar device to be introduced or delivered for introduction 
into interstate commerce in violation of 21 U.S.C. 331(a) by reason 
"'of being misbranded within the meaning of 21 U.S.C. 352(a) or 21 U.S.C 
352(f)(1). The permanent injunction was affirmed on appeal on i 
October 24, 1973, without opinion. United States v. Diapulse Corpora¬ 
tion of America , 485 F.2d 677 (C.A. 2, 1973), and certiorari was 
denied on April 15, 1974, Diapulse Corporatio n of America v. United 
Srates of America , __U.S. _ (No. 73-1117, 42 LU 3584, April 15. 

1974). 

This action grows out of criminal contempt proceedings alleg- 
I ing violations of the permanent injunction entered by this Court on 

i _ 0 

July 18, 1972, and violation of a preliminary injunction entered by 

« 

1 

I 
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r 

this Court and in effect from its affirmance by the Court of Appeals 
for this Circuit on March 20, 1972 [ United States v. Dlapulae Corpora¬ 
tion of America , 457 F.2d 25 (C.A, 2, 1972)] until the entry of the 
permanent injunction. On April 12, 1974 the Petition for an Order to 
Show Cause for Criminal Contempt was dismissed on the grounds of the 
failure of the proof to make out a case to go to the jury. Tr. 644. 
Subsequent to that ruling the hearing of evidence continued on cross- 
motions by the parties for modification of the permanent injunction 

I 

pursuant to paragraph VI of the permanent injunction. 

On May 7, 1974, the Court entered its Memorandum incorporating 
Findings of Fact and Order. As provided by the Court, both parties 
have proposed language for a revised injunction. This Memorandum is 
in support of the Government's proposed injunction and in opposition 
to the defendant's proposed injunction. 


II 

ARGUMENT 

I 

A. The May 7 Order Of This 
Court Requires A Revised 
And Expanded Permanent 
Injunction. _ 

The May 7 Memorandum and Order of this Court clearly requires 
a revised and expanded permanent injunction. Thus, the Court declares 
that "the defendants are entitled to a clear command and the Govern¬ 
ment to a rigorous order bo that there cannot be any evasion and 
extirpation is effective" May 7 Opinion, p. 33. Further, the Court 
provides specific direction at p. 34 of its opinion with respect to 
the definition of the device which should be covered by the revised 
Injunction; at p. 34-35 with respect to the coverage of assemblies, 
subassemblies, kits, and components; and at p. 35 with respect to 
clarification of the provisions requiring prior approval by the United 
States Food and Drug Administration of devices which the defendant may 
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desire to sponsor and disseminate in this country. 

Contrary to the defendant's proposed injunction, there in no 
indication in the Court's opinion that any prohibition currently in 
effect should be eliminated. While the defendant complains that the 
Government's proposed injunction is too broad and accuses the Govern¬ 
ment of having drawn the injunction with the view of putting the defen¬ 
dant out of business, these specific arguments have been previously 
decided by the Court of Appeals for this Circuit. In United States v. 
Dlapulse Corporation of America , 457 P.2d 25 (C.A. 2, 1972) at p. 29, 
the Court of Appeals declared that: 

[t]he injunction may sweep broadly in its 
prohibition if that is necessary to enjoin 
future violations which appear likely to 
occur. ... Nor can appellant complaint that 
the injunction is impermissible because it 
will put him out of business. He "can 
have no vested interest in a business 
activity found to be illegal. It has long 
been settled that the [Food and Drug] Act 
Itself is a constitutional exercise of the 
Commerce power. ..." 

Thus, the government's proposed injunction is based not only on the 
injunction currently in effect but also on the directions provided 
by the Court in its May 7 Memorandum incorporating Findings of Fact 
and Order. 

. B. Proposed Section II. 

This section of the government's proposed injunction provides 
definition of a number of terms used in the injunction. Since the 
proposed injunction would issue under the Federal Food, Drug, and 
Cosmetic Act, the definitions are those provided by the Act. The 
inclusion of definitions in the text of the injunction assures that 
there is no misunderstanding as to the precise meaning of the defined 
terms. 


As the defendant recognizes [Memorandum, p. 2], proposed sec- 
tion 11(A) includes a proviso that the export provisions of the Act, 
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21 U.S.C. 381, shall not be construed to exempt any article of device 
Diapulse from any of the restraints of the Injunction. This is in¬ 
tended to enjoin the exportation of Diapulse devices except upon com¬ 
pliance by the defendant with the provisions of the injunction which 
would condition the shipment of such devices on prior FDA approval. 

As the Court found, the defendant has shipped to foreign countries 
since the date of entry of the final injunction, Diapulse devices of 
the kind sold in the United States before the litigation in Connecticut 
and New York, and approximately 700 Diapulse devices have been made in 
this country and sold abroad. May 7 opinion, p. 3. The Court has 
noted that the defendant is entitled to a clear command and has spe¬ 
cifically directed that the revised injunction should include Diapulse 
devices heretofore sold in this country and abroad. May 7 opinion, 
p. 34, Thus, the Government's proposed provision clearly advises the 
defendant that shipments of devices abroad are included in the prohibi¬ 
tion of the proposed injunction. 

C. Proposed Section III. j 

This section of the Government's proposed injunction defines 
articles of device Diapulse. The section follows the specific direc¬ 
tion of the Court provided at p. 34 of the May 7 opinion. Thus, para¬ 
graph (A) defines the Diapulse device, (B) defines the P/EmF device, 
and (C) defines the modification kit. Paragraph (D) incorporates the 
Court's definition of covered devices as provided at p. 34 of the May 
7 opinion with respect to peak power not exceeding twice the average 
wattage of any setting and the capability of any device to produce 
certain specified levels of tissue temperature elevation. 

While the defendant contends [Memorandum, p. 5) that the conver¬ 
sion of the Diapulse device to meet the Court's requirements with 
respect to peak power is not possible, this consideration, if true, 
is irrelevant to the inclusion of this provision in the Government's 








proposed permanent injunction. The reason for the limitation io 
clearly pointed out by the Court at p. 26 of ito May 7 opinion where 
the Court points out that "pulsation qua pulsation 13 therapeutically 
meaningless and does not function a3 a means of tissue cooling between 
intervals of tissue heating". Nevertheless, the conversion of exist¬ 
ing Dlapulse devices, if accompalished according to the Government's 
proposed injunction, would require FDA approval. Thu3, the defendant 
would have the opportunity to establish that an otherwise satisfactory 
conversion could not be accomplished under the proposed peak power 
limitation and to propose an appropriate alternative for approval by 
the Agency. Accordingly, the defendant's objection to the Court's 
peak power limitation is without merit. 


D. Proposed Section IV. 


This section prohibits the shipment of articles of device 
Dlapulse accompanied by labeling representing that they are effective 
in the treatment of disease,accompanied by labeling which contains 
modification instructions, or which fail to bear adequate directions 
for use. This section also prohibits the doing of any act which would 
cause devices held for sale after shipment in interstate commerce to 
be misbranded in any of the ways specified in preceding paragraphs of 
this section. In order to avoid any confusion, paragraph (B) in¬ 
cludes the provision that articles in the possession of any practitioner 
shall be deemed to be held for sale. 

Tills section is thus virtually the same as section III of the 
injunction currently in effect and affirmed by the Court of Appeals 
for this Circuit. United States v. Dlapulse Corporation of America . 

485 F.2d 677 (C.A. 2, 1973). Thus, the defendant can hardly be heard 
to complain that this section of the Government's proposed injunction 
imposes substantially greater restraints than those currently in 
effect. 
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, E. Proposed Section V. 

. With respect to the provision of the permanent injunction cur¬ 
rently in effect, this Court, at p. 35 of its May 7 opinion, directed 
that the reference to the labeling provision, 21 CFR 1.106(d), should 
be clarified and expanded to make clear that it covers any device 
covered by the injunction and further directed that: 

... consideration should be given to the 
matter of requiring defendants to clear 
any medical modility that they desire to 
sponsor or disseminate in this country. 

It should be understood that the advance 
clearance requirement is not normally re¬ 
quired for devices but is exceptionally 
required in this case and consciously 
borrows from new drug procedures. 

In accord with this direction, the Government's proposed injunction 
revises and expands the provision currently in effect and would pro¬ 
hibit the shipment or modification of Diapulse devices, as defined by 
section III of the proposed injunction, unless and until the defen¬ 
dant obtains FDA approval of relabeling. In accord with the Court's 
direction, paragraph (B) cf this section defines adequate scientific 
evidence in much the same terms a3 substantial evidence is defined in 
the new drug prevision. 21 U.S.C. 355(d) [last sentence]. Similarly, 
and in order to assure that the defendant has the opportunity to con¬ 
duct legitimate research with the Diapulse device, paragraph (C) of 
this section provides for the exemption of shipments of devices in¬ 
tended for Investigational use, substantially incorporating the require 
ments of the new drug procedures. 21 U.S.C. 355(i). 

Furthermore, the Court's May 7 opinion recognizes the importance 
of avoiding the destruction of all existing Diapulse devices if that 
is possible without compromise of the principle of the Connecticut 
decision and of Judge Rosling's decision. May 7 opinion, p. 33. In 
accord with this direction, paragraph (B) of section V provides that 
the defendant shall cause all articles of device Diapulse (Including 
Diapulse and P/EmF devices and kits) to be returned to the defendant 
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to be brought into compliance with the law under FDA supervision. 

This provision is clearly justified by the evidence showing that the 
firm has intended to convert previously shipped Diapulse devices 
despite Knowledge of FDA’s explicit objections to the modification. 

Since the Court has.directed that the revised injunction apply 
to Diapulse devices previously shipped [May 7 opinion, p. 34], it is 
reasonable and justified to propose that the defendant be required to 

4 

have all previously shipped Diapulse devices, P/EmP devices and kits 
returned to Its possession to be brought into compliance with the 
law under FDA supervision. Similar relief requiring the return of 
articles violative under the Act and shipped in interstate commerce 
was granted in United States v. Dlanovln Pharmaceuticals . 342 
F. Supp. 724 (D. P.R., 1972), aff'd 475 F.2d 100 (C.A. 1, 1973); 
United States v. Lit Drug Company . 333 F. Supp. 990 (D. N.J., 1971); 

——— ed States v * Lanpar Company , 293 F. Supp. 147 (N.D. Tex., 1968). 
Such relief accords with the long recognized power of the court in 
equity to provide complete relief in the light of statutory purposes. 
Mi tchel l v. Robert De Mario Jewelry, Inc, . 361 U.S, 288 (1960); Porter 
v. Warner Holding Co. . 328 U.S. 395 (1946), 

P. Proposed Section VI. 

This section requires the defendant to notify the Food and Drug 
Administration of each of the facilities it utilizes in manufacturing 
or storing medical devices. This section also authorizes FDA’s access 
to facilities and records for purposes of inspection. 

While the defendant objects to these provisions [Memorandum, p. 
3] the defendant's president, Jesse Ross, acknowledged the refusal of 
two Food and Drug Administration inspections following the entry of 
the permanent injunction in July 1972. Tr. 1043-44. The evidence 
presented by the Government shows that at the same time, the defendant 
was engaged in the distribution of modification kits for Diapulse 
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devices which had been previously shipped in interstate commerce. 

These activities were described by this Court os "evasion ... of the 
strictures of the permanent injunction and its purpose". May 7 
opinion, p. 30. 

Thus, in order to fully implement the requirements of the Govern¬ 
ment's proposed injunction, the Court should specify FDA's inspection 
authority under the injunction. Similarly, in order to effectively 
implement the inspection authority, the defendants should be required 
to notify FDA of each of its facilities utilized in manufacturing medical 
devices. As the record before the Court indicates, the defendant's 
president, Jesse Ross, was unable to testify during cross-examination 
as to the location of one of two warehouses utilized by the defendant. 

An injunction requirement to require the submission to FDA of such in¬ 
formation is clearly justified. 

G. Proposed Section VII. 

This section requires the defendant to provide notice in a form 
approved by FDA of the Court's decision and of the provisions of the 
revised injunction. Notification to users would be required to be 
sent by receipted mail and notification to distributors and persons 
engaged in testing or research would be required to be sent by certi- 
- fied mail. Submission to the United States Attorney of a list of all 
such persons so notified would be required. This is in accord with 
the Court’s direction at p. 35 of its May 7 opinion that a new section 
or sections, functioning as section V of the current decree be in the 
amended decree. The purpose of the section is to advise persons of 
the piovisions of the injunction entered by the Court and to advise 
the United States Attorney of the identity of the persons so notified. 








Ill 


CONCLUSION 

For the foregoing reasons, the permanent injunction currently 
in effect should be revised and modified as proposed by the Govern¬ 
ment. 

Respectfully submitted, 

DAVID A. TRACER 
United States Attorney 


CYRIL HYMAN 

Assistant United States Attorney 
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UNITED STATES DISTRICT COURT 
EA3TERN DISTRICT OF NEW YORX 


UNITED STATES OF AMERICA, 


Plaintiff, 


-against- 


Civtl No.63-C-39L 


DIAPULSS CORPORATION OF AMERICA, 

. also known as THE DIAPTJLS2 MANU¬ 
FACTURING CORPORATION OF AMERICA, 
a corporaticm. 

Defendant. 


SUPPLEMENTAL MEMORANDUM IN BEHALF OF 
DEFENDANT ON RESETTLEMENT OF JUDGMENT 

ThL3 supplement io respectfully submitted to 
avoid a possible Inference from my omission, at ths oral 
argument on July 3, to specifically reiterate the objec¬ 
tions to FDA'o proposed preconditions,in Section V(C)(2) 
and (3) cn pages 7-3 of its submission,to shipments "for 

investigational or research purposes”. 

The tenor of my oral argument wa3 total oppos¬ 
ition to the judgment proposed by the FDA and advocacy 
of the judgment proposed by the defendant as urged i.n 
my memorandum o? June 21. In that memorandum I referred 
to FDA’s proposals In regard to research,a3 well a3 con- 
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version of outstanding Diapulses,as intended to defeat 
both experimentation and conversion "by circumscribing 
each of those authorisations with such onerous restric¬ 
tions including FDA advance approval, 03 to render the 
authorizations inoperative". Of course, the emission 
of specific reiteration is not to be taken as a weaken¬ 
ing or withdrawal. 

S 

On the contrary, I respectfully suggest that 
the position taken by the FDA in respect to complying 
with the mandate of the Court of Appeals in the action 
under the Freedom of Information Act, makes it clearer 
than ever that any prerequisite of approval by the FDA 
of any submission by the defendant will result in com¬ 
plete frustration. Although piously avowing a "policy 
of fullest possible disclosure under the Freedom of In¬ 
formation Act", FDA lias submitted an affidavit that it 
must have not less than 60 days plus not less than 30 
days plus not less than 120 days - u total of 210 days 
or seven months - to make available such of the called 
for records as the agency deems dl 3 closable and then 
only on the prepayment of an amount it would determine 
as "search fee*" and freight charges. 

Is it reasonable to expect that under its pro- 
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posed Section V(A) and (B) FDA ever would authorize a 
conversion of a DIapulse Into a diathermy, when Its pre¬ 
condition Is that defendant must first support the stan¬ 
dard labeling o£ diathermy modalities by submitting 
"well controlled Investigations" which the FDA will 
deem adequate as If diathermy devices were a new drug? 
Likewise, whet likelihood is there of a pre-clearance 
for investigational use under the terms proposed at 
pages 7-8 of FDA's submission? Moreover, what Is the 
need or justification for those previsions? 


Respectfully submitted, 

COPAL I1INTZ 

Attorney for Defendant. 

July 5, 1974. 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 

UNITED STATES OF AMERICA, 


Plaintiff, 


-against- 


DIAPULSE CORPORATION OF AMERICA, 
also known as THE DIAPULSE MANU¬ 
FACTURING CORPORATION OF AMERICA, 
a corporation. 

Defendant. 


68 C 391 


PERMANENT INJUNCTION 


In accordance with the Findings of Fact and Conclusion: 
of Law heretofore made by this Court on December 8, 1971, 

June 9, 1972, and May 7, 1974; after trial; it is 
ORDERED, ADJUDGED, AND DECREED as follows: 


This Court has jurisdiction over the subject matter 
he, e*.n and parties hereto and the Complaint for Injunction 

I 

states a valid cause of action against the defendant under 
the Federal Food, Drug, and Cosmetic Act. 


For the purposes of this Injunction, the following 
terms shall be defined as follows: 

(A) The term "interstate commerce" means (1) commerce 


jOj between any State or Territory end any place outside thereof, 
CjJ jip . and commerce within the District of Columbia or within J 
I any other Territory not organized with a legislative body; 
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i 

(B) The term "device” means instruments, apparatus, 
and contrivances, including their components, parts, and 
accessories, intended (1) for use in th(/diagnosis, cure, 
mitigation, treatment, or prevention of disease in man or 
other animals; or (2) to affect the structure of any function 
of the body of man or other animals; the term "device" 
includes defined devices both in whole and in part, whether 
assembled or unassembled and components, parts, accessories, 
assemblies and subassemblies usable or adaptable to create 
defined devices or to convert other devices into defined 
devices; 

(C) The term "label" means a display of written, 
printed, or graphic matter upon the immediate container of any 


device; 


(D) The term "labeling" means all labels and other 
written, printed, or graphic matter (1) upon any device or 
any of its containers or wrappers, or (2) accompanying such 


device; 

(E) The term "prohibited device" as hereinafter used 
means and includes all and any of the following: 

(1) Any device known as Diapulse or by any other 
designation, including Models D-100, D-100J, D-101, D-102, or 
D-103, heretofore shipped, sold, leased, or introduced or 
delivered for introduction into interstate commerce; 


(2) Any device known as P/EmF or by any other 
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3. 



designation,including any device defined in section 11(E)(1) 
above, as modified to convert the said device to a P/EmF 
device; 

(3) Any devicpfconsisting of an electronic instru¬ 
ment incorporating an electromagnetic generator which produce:, 
or is adaptable to produce pulsed, short-wave, high frequency 
electromagnetic energy unless? (1) the peah power available 
at any setting of the said device does not exceed twice the 
average wattage at such setting; and (2) the said device is 
capable of raising the temperature of human tissue at a 
depth of 2 inches in the thigh muscle of living human subjects 
from a core body temperature of 98.6^ to 104°F in 20 minutes 
or less at a majority of its operational settings; and (3) 
the said device is capable of raising the temperature of humai 
tissue at a depth of 2 inches in the thigh muscle of living 
human subjects to a range of temperatures of 104°F to 113°F 
at a series of readily selected settings of the said device. 

Ill 

The defendant, Diapulse Corporation of America, a 
corporation, and each and all of its officers, agents, servan 
employees, and representatives, and those persons in active 
concert or participation with them v/ho receive actual notice 
of this injunction by personal service or otherwise be and 
they are hereby permanently enjoined under 21 U.S.C. 332(a) 
from directly or indirectly causing any of the following acts 
with respect to any prohibited device, since such acts would 
result in the said device being misbranded within the meaning 

V* 
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of 21 U.S.C. 352(a) and (f)(1) and'would constitute violation: 
of 21 U.S.C. 331(a) and (k): 

(A) Causing to be introduced or delivered for intro¬ 
duction into interstate commerce any of said prohibited de¬ 
vices which: 


(1) Bears or is accompanied by any item of writter, 
printed, or graphic matter, including but not limited to 
leaflets containing directions, leaflets containing reference: 
to published medical or scientific literature, warranty 
brochures, advertising brochures, advertising layouts, reprints 
of speeches or reprints of published articles, which contain 
instructions for the operation, modification or alteration of 
any of said prohibited devices which contain statements or 
representations that directly or indirectly imply,represent, 
suggest or create the impression that any of said prohibited 
devices are adequate and effective in the cure, mitigation, 
treatment or prevention of disease in man or other animals, 
or to affect the structure or any function of the body of 
man or other animals; 

(2) Fails to state in its labeling all of the 
purposes, conditions, and diseases for which any of said 
prohibited devices are intended for use, and for which any 
of said prohibited devices are represented by any means by 
said defendant to prospective dealers, purchasers, renters or 
lessees; or which fails to state in its labeling the effects 
of the prohibited device on the body of man or other animals; 
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its mode or mcchanbm of action; route, methods, frequency 
and duration of administration; and any relevant hazards, 
contraindications, side effects and precautions necessary 
for safe use; 

(3) is intended for delivery to an' person who 
said defendant has good cause to believe does or will repre¬ 
sent by any means to prospective dealers, purchasers, renters] 
or lessees of any of said prohibited devices that said pro¬ 
hibited devices are adequate and effective for the cure, 
mitigation, treatment or prevention of disease in man or othe] 
animals, or to affect the structure or any function of the 
body of man or other animals; 

(D) Causing any act to be done with respect to any of 
said prohibited devices while any of said prohibited devices 
arc held for sale after shipment in interstate commerce, 
which act results in any of said prohibited devic as being 
misbranded in any of the ways specified in parts (A)(1), (2) 

ana (3) of this section; Provided, that any of said pro¬ 
hibited devices in the possession of any practitioner licensee] 
bv law to use or order the use of any of said prohibited 
devices shall be deemed to bo held for sale. 

IV 

(A) The defendant, Diapulse Corporation e" America, a 
corporation, and each and all of its officers, agents, servantjs, 
employees, and representatives, and those persons in active 
concert or participation with them who receive actual notice 
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of this injunction by personal service or otherwise are 

' 

|| hereby permanently enjoined from causing to be shipped, sold, 

t 

i leased, introduced or delivered for introduction into inter- 
1 state commerce any prohibited devices unless and until the 

I 

i _ _ J rm M — — V> 1 aw i r. rttfi r>v* 

Saxu UC^CitUtUiW uoo ws- «**• 

j| 

which labeling of said prohibited devices is to be based, the 

j defendant prepares the labeling in full conformity with the 

I 

j Federal Food, Drug, and Cosmetic Act and regulations thereund -r, 
■ specifically 21 CFR 1.106(d), and the defendant submits such 

i 

I evidence and such proposed labeling to the Food and Drug 
| Administration, Rockville, Maryland, and obtains approval 

thereof in writing: Provided, that v/here any such submission 
involves any device other than one defined by section II 
(E) (1) above, a sample of the said device shall be made avail ¬ 
able for delivery at defendant's expense to the Food and Drug 
Administration, RockvilJe, Maryland, for examination and 


]| testing. 

i' 

(B) As used in this section, the term "adequate 

I, scientific evidence" means evidence consisting of we 1 I'¬ 

ll 

I! controlled investigations, including clinical investigations 

| 

| where appropriate, by experts qualified by scientific trainin< 

j 

j 

, and experience to evaluate the effectiveness of the device 

i 

involved, on the basis of which it could fairly and respon- 
I sibly be concluded by such experts that the device will have 
the effect it purports or is represented to have under the 
1 conditions of use prescribed, recommended or suggested in the 
labeling or proposed labeling thereof, unless upon the 
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s petition the Food end Drug Administration deter¬ 
mines and advises the defendant in writing that other valid 
scientific evidence is sufficient to establish the effect¬ 
iveness of the device under the conditions of use prescribed, 
recommended, or suggested in the labeling or proposed labelin- 
thereof: Provided, that for the purposes of this paragraph 

the term "well-controlled investigations" shall be deemed to 
mean investigations conducted according to the principles 
specified by the regulation 21 CFR §314. Ill (a) (5) (ii) (a) (JL)- 
(5.) [37 F.R. 11727, March 29, 1974, recodifying 21 CFR 
5130.12(a) (5) (ii) (a)(l)-(5) (1973)]. 

(C) A shipment or other delivery for investigational 
or research purposes of any of said prohibited devices shall 
not be subject to sections III and IV(A) herein, provided 
that the following conditions are met: 

(1) The label of each device bears the statement 
"For Investigational Use"; and 

(2) The defendant, not less than 30 days before 
the proposed shipment, submits in writing to the Food and 
Drug Administration, Rockville, Maryland, (a) the name and 
address of the carrier to be utilized for the proposed ship¬ 
ment, (b) a full and complete description (including schematic 
diagram of its circuitry) of the device to be shipped, (c) 
the number of devices to bo shipped and the serial number of 
each, and (d) a detailed protocol showing that the proposed 
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f. - yr 

investigation will be conducted according to the principles 
specified by 21 U.S.C. 35b (i) in that such protocol shall 
include the name, address, and a complete statement of the 
qualifications of each investigator, the specific nature of 
the investigation to be conducted, the .approximate number of 
subjects, a certification that the informed consent of all 
human subjects involved in the investigation will be obtained, 
the estimated duration of the investigation, and the inter¬ 
vals (not greater than 6 months) at which progress reports 


showing the results of the investigation will be submitted 


to the Food and Drug Administration. 

(3) If the Food and Drug Administration determines 

that (a) the information submitted is incomplete, false, or 
misleading; (b) the device is not in fact Intended to be used 
exclusively for investigational purposes; (c) the investi¬ 
gation, if conducted as proposed, would not meet the standard^ 
for adequate scientific evidence and investigations as speci¬ 
fied by this paragraph and paragraph (B) of this section; or 
(d) the person (including institutional persons) undertaking 
the investigation is not qualified by training and experience 
to conduct the investigation or evaluate the effectiveness of 
the device, plaintiff may apply at the foot of this injunctior 
(pursuant to Section VII) for an order specifically extending 
the prohibitions of this injunction to such shipment or 
delivery. 
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(D) (1) The defendants shall within 90 days of the 
date of entry of this Injunction cause the prohibited devices 
of Section 11(E)(2) heretofore introduced or delivered for 
introduction into interstate commerce and all labeling 
accompanying said prohibited devices, heretofore introduced 
or delivered for introduction into interstate commerce, to be 
returned to the possession of the defendant by providing 
notice in writing to each person having possession of any of 
said devices advising such persons to return all such devices 
and labeling at defendant's expense to the defendant at its 
headquarters at New Hyde Park, New York, or to other suitable 
facilities as approved by the Food and Drug Administration; a 
copy of said notice to be transmitted to the Food and Drug 
Administration, Rockville, Maryland, on the date such notice 
is first transmitted to the person having possession of said 


devices. 


(2) For the purpose of accounting for the returned 


labeling, for each of the said returned devices, and for each 
of the said prohibited devices which cannot be returned by 
reason of previous destruction or because it is in the custod; 
of a United States District Court, or is otherwise unavailabli 
the said defendant shall within 120 days of the date of entry 
of this Injunction submit to the Food and Drug Administration 
Rockville, Maryland, separate listings in writing as follows; 
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10. 

(a) for each of said returned devices, the model number, 
serial number, and, the location to which returned; (b) for 

ft 

each of said devices unavailable to be returned, the model 
number, serial number, and the reason for its unavailability; 
(c) for accompanying labeling, the location to which returned , 
(3) (a) The defendant shall, within 180 days of it:; 
compliance with the provisions of paragraphs (D)(1) and (2) 
of this section, determine whether to attempt to bring the 
said returned devices into compliance with the law by re- 
laljling or modification pursuant to the provisions of para¬ 
graph (A) of this section or whether to dediroy or salvage 
(for other than device purposes) the said returned devices, 
and within said 18 ) days (or within such additional time as 
authorized by the Food and Drug Administration) the defendant 
shall give written notice to the Food and Drug Administration 
Rockville, Maryland, that defendant is prepared to bring the 
returned devices into compliance with the law or to effect 
their destruction or salvaging (for ether than device purposes 
under the supervision of a duly authorized representative of 
the Food and Drug Administration; Provided, that the defenda:i 
shall not commence such compliance or destruction or salvagin' j 
operations until it has received authorization in writing to 
do so from the Food and Drug Administration, Rockville, 
Maryland. 

(b) The defendant shall under no circumstances 
whatsoever ship, sell, offer for sale, or otherwise dispose 
of any part of said returned devices until duly authorized 
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11. 

representatives of the Food and Drug Administration shall have 
had free access thereto in order to make any examination or 
inspections that are deemed necessary, and shall in writing 
have released said devices for shipment, sale, or other 
disposition. 

V 

The defendant, Diapulse Corporation of America, a 
corporation,shall: 

(A) Submit to the Food and Drug Administration, 
Rockville, Maryland, within 10 days of the date of entry of 
this Injunction, a written list stating the complete street 
address, including post office zip code, of each of the office 
plants, factories, warehouses, storage facilities, or other 
establishments used by the said defendant for the manufacturin 
assembling, processing, packing, transporting, or holding of 
any device or which is used by the said defendant to hold 

any equipment, finished and unfinished materials, containers, 
labeling, records, files or other papers bearing on the 
manufacturing, assembling, processing, packing, transporting, 
or holding of any devices; and shall thereafter submit notice 
in writing to the Food and Drug Administration, Rockville, 
Maryland, as to each disposition or acquisition of such 
establishments within 10 days of each such occurrence. 

(B) Grant duly authorized officers and employees of th 
Food and Drug Administration free access to any of its offices 
plants, factories, warehouses, storage facilities, or other 
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12. 

establishments at reasonable times 'during regular working 
h° urs # within reasonable limits and in a reasonable manner 
to inspect such establishment and all pertinent equipment, 
finished and unfinished mate .rials, containers, and labeling 
therein; and such inspection may include copying and photo¬ 
graphing and shall also extend to all things therein (includirc 
records, files, papers, processes and facilities) bearing on 
whether any prohibited devices have been or are being manu¬ 
factured, assembled, processed, packed, transported, or held 
in such place. 

VI 

The defendant shall give notice in writing of this 
Court's decision of May 7, 1974, by submitting within 30 days 
of the date of the entry of this Injunction a form of notice 
to the Food and Drug Administration, Rockville, Maryland, for 
approval in writing, and within 30 days of receiving such 
approval, shall send by receipted mail a copy of such notice 
and a copy of this Injunction to each person known to the 
defendant to have purchased or leased, or to have in his 
possession any of said prohibited devices, and shall send by 
certified mail, return receipt requested, a copy of such 
notice and a copy of this Injunction to each of the officers, 
agents,and employees of the defendant or of any subsidiaries 
owned in whole or in part by the defendant, and to each person 
who has been or is a distributor of any of said prohibited 
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devices or a sales representative for any of said devices, 
and to all persons now in active concert or participation 
with said defendant, assisting or participating in the sale. 


promotion., or manufacture of said devices, and to all 




who have been or are now engaged in testing or research 
involving any of said prohibited devices; and defendant 
within 40 days from the date of entry of this Injunction, sha 
advise in writing the United States Attorney, Eastern Distric 
of New York, Brooklyn, New York, of the name and address of 
each person so notified; and defendant shall supply a copy 
of said notice and a copy of this Permanent Injunction to all 
persons in the future in active concert or participation with 
said defendant, assisting or participating in the sale, 
promotion, or manufacture of said devices, and to all -person 
known to the defendant to be engaged in testing or research 
involving any of said prohibited devices. 


This Court retains jurisdiction of this case for the 
purpose of enforcing or modifying this Permanent Injunction, 
and for the purpose of granting such additional relief at the 
instance of any of the parties as may hereafter appear necess 
or appropriate. 
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MOTION FOR STAY PENDING APPEAL 


UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 



UNITED STATES OF AMERICA, 

Plaintiff, 

-against- 

DLAFJLSE CORPORATION OF AMERICA, 
also known. 03 THE DIAFULSE MAIFJ- 

facturh:g corporation of America, 

a corporation. 

Defendant. 


63 C 391 

MOTION FOR STAY OF 

judgment pending 
appeal _ 


The defendant moves for a stay, pending the determina¬ 


tion of an appeal from the Judgment herein dated July 17, 


1974, of 

the whole of said judgment 
or, alternatively, the following portions there¬ 
of: the proviso in Section 111(B); Section 17(D) 
and all sub-divisions thereof; and the whole of 
Sections V, VI and VIII; 

on condition that a timely notice of appeal bo filed, the 
appeal be timely docketed and it be prosecuted with due 
diligence. 


i Dated: July 18, 1974. ’ '/'• v __ 

I /*! ' 

* ' / • : r . J ' 

COPAL METTZ 

Attorney for Defendant 

L30 Broadway 

New York. N. Y. IC033 

TO: 

The Honorable John F. Dooling, Jr. 

Judge U. S. D. C. 

David C. Trcger, Esq. 

U.S. Attorney 

Attorney for Plaintiff 
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ORDER, DOOLING, J., DENYING MOTION I-OR STAY 


July 19, 1974 

The occasion of the order involved and 
its nature are such as to make the granting of 
a stay pending appeal inappropriate. 

It is ORDERED that the motion for a stay 
of the judgment in whole or, alternatively, in part, 
is in all respects denied. 

JOHN F. DOOLING, JR. 

U.S.D.J. 
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NOTICE OF APPEAL 


63 C 391 


NOTICE OF APPEAL 


UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 
Plaintiff, 

-againot- 

i| DIAPULSE CORPORATION OF AMERICA, 
i also known as THE DIAPULSE MANU- 
! FACTURINC CORPORATION OF AMERICA, 
Jj a corporation, 

I 

Defendant. 


Notice is hereby given that DIAPULSE CORPORATION OF 
AMERICA, also known as THE DIAPULSE MANUFACTURING CORPORATION 
OF AMERICA, defendant above named, here’oy appeals to the 
United States Court of Appeals for the Second Circuit from 
the judgment, entitled "Permanent Injunction", dated July 17 1 
1974 and filed July 18, 1974. 


Dated: July 23, 1974. 


Copal Mlntz 

Attorney for Defendant 
150 Broadway 
New York, II. Y. 10033 
(212) 227-7070 


To: 

Clerk of the Court 

David G. Trager, Esq. 
United States Attorney 
Attorney for Plaintiff 
U.3. Courthouse 
225 Caclnan Plaza East 
Brooklyn, New York 11201 


14LA 




y 

. I 








